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PROJECT

This is the FINAL Air Operation Permit which authorizes the operation of Biotest Pharmaceuticals Corporation, classified as
Biological Products except diagnostic substances (Standard Industrial Classification No. 2836). This project is a renewal to air
operation Permit No. 0990341-005-A0. The facility is located at 5800 Park of Commerce Boulevard NW, Boca Raton Florida, FL
33487 Palm Beach County, Florida. The UTM coordinates are Zone 17; 590.2 km E; 2920.2 km N; Latitude: 26° 23’ 56.21" North /
Longitude: 80° 05’ 42.9" West.

This FINAL permit is organized into the following sections: Section 1 (General Information); Section 2 (Administrative
Requirements); Section 3 (Emissions Unit Specific Conditions); and Section 4 (Appendices). Because of the technical nature of the
project, the permit contains numerous acronyms and abbreviations, which are defined in Appendix A of Section 4 of this permit.

Permitting Authority: Applications for air operation permits are subject to review in accordance with the provisions of Chapter
403, Florida Statutes (F.S.) and Chapters 62-4 and 62-210 of the Florida Administrative Code (F.A.C.). The Permitting Authority
responsible for making a permit determination for this project is the Florida Department of Health Palm Beach County (Health
Department). The Permitting Authority’s physical address is: 800 Clematis St., 4™ Floor, West Palm Beach, Florida 33401. The
Permitting Authority’s mailing address is: 800 Clematis St., P.O. Box 29, West Palm Beach Florida 33402-0029. The Permitting
Authority’s telephone number is 561-837-5900.

The Florida Department of Health Palm Beach County (Health Department) issues this permit under the provisions of Chapter 403
of the Florida Statutes (F.S.) and Chapters 62-4 through 62-297 the Florida Administrative Code (F.A.C.). The Florida Department of
Environmental Protection (DEP) has permitting jurisdiction under Chapter 403.087, F.S. However, in accordance with Section
403.182, F.S., the DEP recognizes the Health Department as the approved local air pollution control program in Palm Beach

County. As such, the DEP and the Health Department have entered into a Specific Operating Agreement that authorizes the Health
Department to issue or deny permits for this type of air pollution source located in Palm Beach County. The above named
permittee is authorized to operate the facility in accordance with the conditions of this permit and as described in the application,
approved drawings, plans, and other documents on file with the Health Department.

Florida Department of Health, Palm Beach County

Division of Environmental Public Health =
P.0. Box 29, 800 Clematis Street, West Palm Beach, FL 33402 Accredited Health Department
PHONE: 561-837-5900 « FAX : 561-837-5294 =IgIlA[2] Public Health Accreditation Board
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FINAL AIR OPERATION PERMIT RENEWAL

Petitions. A person whose substantial interests are affected by the proposed decision may petition for an administrative hearing
in accordance with Sections 120.569 and 120.57, F.S. The petition must contain the information set forth below and must be filed
(received) in the Florida Department of Health Palm Beach County (Health Department) Legal Office of the, located at 800
Clematis Street in West Palm Beach, Florida, 33401 (Telephone: (561) 671-4000, Fax (561) 837-5195). Petitions filed by the
applicant or any of the parties listed below must be filed within 14 days of receipt of this notice. Petitions filed by any other
person must be filed within 14 days of receipt of this proposed action. A petitioner must mail a copy of the petition to the
applicant at the address indicated above, at the time of filing. The failure of any person to file a petition within the appropriate
time period shall constitute a waiver of that person’s right to request an administrative determination (hearing) under Sections
120.569 and 120.57, F.S., or to intervene in this proceeding and participate as a party to it. Any subsequent intervention will be
only at the approval of the presiding officer.

A petition that disputes the material facts on which the Department’s action is based must contain the following information: (a)
The name and address of each agency affected and each agency’s file or identification number, if known; (b) The name, address,
and telephone number of the petitioner; the name, address and telephone number of the petitioner’s representative, if any,
which shall be the address for service purposes during the course of the proceeding; and an explanation of how the petitioner’s
substantial interests will be affected by the agency determination; (c) A statement of how and when each petitioner received
notice of the agency action or proposed action; (d) A statement of all disputed issues of material fact. If there are none, the
petition must so indicate; (e) A concise statement of the ultimate facts alleged, as well as the rules and statutes which entitle the
petitioner to relief; (f) A statement of the specific rules or statutes the petitioner contends require reversal or modification of the
agency’s proposed action; and, (g) A statement of the relief sought by the petitioner, stating precisely the action petitioner wishes
the agency to take with respect to the agency’s proposed action. A petition that does not dispute the material facts upon which
the permitting authority’s action is based shall state that no such facts are in dispute and otherwise shall contain the same
information as set forth above, as required by Rule 28-106.301, F.A.C.

Because the administrative hearing process is designed to formulate final agency action, the filing of a petition means that the
Department’s final action may be different from the position taken by it in this notice. Persons whose substantial interests will be
affected by any such final decision of the permitting authority on the application have the right to petition to become a party to
the proceeding, in accordance with the requirements set forth above.

Mediation: Mediation is not available in this proceeding.

Effective Date: This permitting decision is final and effective on the date filed with the clerk of the Permitting Authority unless a
petition is filed in accordance with the above paragraphs or unless a request for extension of time in which to file a petition is filed
within the time specified for filing a petition pursuant to Rule 62-110.106, F.A.C., and the petition conforms to the content
requirements of Rules 28-106.201 and 28-106.301, F.A.C. Upon timely filing of a petition or a request for extension of time, this
action will not be effective until further order of the Permitting Authority.

Judicial Review: Any party to this Order (Permit) has the right to seek judicial review pursuant to Section 120.68, F.S., by the filing
of a Notice of Appeal pursuant to Rule 9.110, Florida Rules of Appellate Procedure with the Health Department at the address
listed below and by filing a copy of the Notice of Appeal accompanied by the applicable filing fees with the appropriate District
Court of Appeal. The Notice of Appeal must be filed within 30 days from the date this Order (Permit) is filed with the Clerk of the
Health Department.

Executed in West Palm Beach, Florida If you have any questions, contact:
FLORIDA DEPARTMENT OF HEALTH PALM BEACH COUNTY Paul Kalamaras, Engineering Specialist 11l
K" Air & Compliance Section
‘: ﬁ’OIM 7 m A VY {( Department of Health Palm Beach County
' W(/ P.O. Box 29 (800 Clematis St., 4*" Floor)
Laxmana Tallam, P.E., Environmental Administrator West Palm Beach, Florida, 33402-0029

Air and Waste Section Tel 561-837-5974
Division of Environmental Public Health
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Air Operating Permit
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FINAL AIR OPERATION PERMIT RENEWAL

CERTIFICATE OF SERVICE

The undersigned duly designated deputy agency clerk hereby certifies that this Air Permit package was sent by electronic mail,
with received receipt requested, before the close of business on the date indicated below to the following persons.

Samuel Garcia, Biotest Pharmaceutical Corporation email  sgarcia@nbiotestpharma.com
Diane Pupa, DEP/SED email Diane.Pupa@dep.state.fl.us
Jaime Morales, Health Department email  Jaime.Morales@Flhealth.gov

FILING AND ACKNOWLEDGMENT FILED, on this date, pursuant to Section 120.52(7), F.S., with the designated agency Clerk,
receipt of which is hereby acknowledged.

2 Ko omurac (/e]17

(Clerk) (Date)

Biotest Pharmaceuticals Corporation Air Permit No. 0990341-006-A0
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SECTION 1. GENERAL INFORMATION (FINAL)

PERMIT HISTORY

12/02/2016:
11/22/2016:

Health Department received sufficient fee.
Health Department received application for renewal operational permit (0990341-006-A0).

FACILITY AND PROJECT DESCRIPTION

This project renews air operating permit no. 0990341-005-A0.

Biotest Pharmaceuticals Corporation operations includes the manufacturing of U.S. Food and Drug Administration (FDA)
products. This facility is classified as Biological Products except diagnostic substances [2836].

On April 29, 1996 the facility (then known as the North American Biologicals, Inc.) was issued an operating permit (Permit
Number 099-341-002-A0). The air operating permit included the operation of one 150-hp, 6 mmbtu/hr boiler (EU001), one
200-hp, 8 mmbtu/hr boiler (EU002), and miscellaneous storage tanks (EU007).

In 2001, emission units (EU001) and (EU002) were exempted under Rule 62.210.300(3)(b), F.A.C. and the facility was made
exempt from air permitting. All the emission units at the facility in 2001 were exempt (EU001, EU002 & EU007).

In August 2009, the Department issued an exemption for storage tanks that store ethanol (EU007).

The Final Air Construction Permit 0990341-003-AC issued on July 16, 2010 was for an addition of a 350-hp boiler (regulated
under EU004) capable of being fired with natural gas and or No. 2 ultra-low sulfur fuel oil (0.0015% S by wt.). An extension
was requested (0990341-004-AC) by the facility on June 07, 2011 to complete the installation of the 350-hp Johnson Boiler

(EU004).

e The 350-hp Johnson Boiler, (EU004) must comply with 62-296.406, 40 CFR 60 Subpart Dc and 40 CFR 63 Subpart
J1JJ1J Boiler MACT Area Source Rule.

e  The 1800 KW and 2000 KW Emergency generators must comply with 40 CFR 63 Subpart ZZZZ regulations as
EXISTING units.

e The three 600 KW Bi-Fuel generator engines must comply with 40 CFR 63 Subpart ZZZZ regulations. These engines
are classified as NEW units as per the ZZZZ regulations, and the only requirement under ZZZZ regulations for these
engines is to be in compliance with 40 CFR 60 Subpart liil.

Based on the air permit renewal application, this facility is not a major source of hazardous air pollutants (HAPs).

BRIEF DISCUSSION OF EMISSIONS
The existing facility consists of the following emissions units (EU’s).

EU ID NO. STATUS BRIEF DESCRIPTION

001 Exempt 150 HP (6.0 mmbtu/hr) boiler fired with ultra-low sulfur fuel (Installed 1996)

002 Exempt 200 HP (8.0 mmbtu/hr) boiler fired with ultra-low sulfur fuel (Installed 1996)

004 Regulated 350-HP BOILER (14.23 MMBTU/HR)
350-hp Johnson Boiler, Model PFTX-350-4, capable of operating on natural gas and distillate No. 2 fuel oil. (Heat input rate of
14.23 mmbtu/hr).

007 Exempt Miscellaneous VOC Storage Tanks - Existing
One 12,000 gallon Storage Tank, one 275-gal day tank, one 3,000 gal tank, one temporary Frac Tank, one 10,567 gal above
ground 99% ethanol tank and one 26,417 gallons underground storage tank to store ethanol (23% - 32%) (Existing)

008 Exempt Five Emergency Generators (1860 KW, 2000 KW, 3-600 KW Units)
1800 kilowatt (KW) Emergency Generator Caterpillar Model 1820DSEB, capable of combusting ultra-low distillate fuel oil
only, 0.0015% Sulfur or less by weight. Fuel consumption is 123 gal/hr @100% Load.
(Installed in 2005 — Classified as existing engines under Subpart 40 CFR 63 Subpart ZZZZ)
One 2000 kilowatt (KW) Emergency Generator Caterpillar Model SR4B, capable of combusting ultra-low distillate fuel oil only,
0.0015% Sulfur or less by weight. Fuel consumption is 142.2 gal/hr @100% load. (Installed in 2005 - Classified as existing
engines under Subpart 40 CFR 63 Subpart ZZZZ)
Three 600 kilowatt (KW) Generac Industrial Power Bl-Fuel Generators, Model SB600, each one running at 43.3 gal/hr of ultra-
low sulfur fuel (0.0015 Sulfur or less by weight.) These generators are capable of burning fuel oil and natural gas—
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SECTION 1. GENERAL INFORMATION (FINAL)

PERMIT HISTORY
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11/22/2016:

Health Department received sufficient fee.
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engines is to be in compliance with 40 CFR 60 Subpart llIl.
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350-hp Johnson Boiler, Model PFTX-350-4, capable of operating on natural gas and distillate No. 2 fuel oil. (Heat input rate of
14.23 mmbtu/hr).

007 Exempt Miscellaneous VOC Storage Tanks - Existing
One 12,000 gallon Storage Tank, one 275-gal day tank, one 3,000 gal tank, one temporary Frac Tank, one 10,567 gal above
ground 99% ethanol tank and one 26,417 gallons underground storage tank to store ethanol (23% - 32%) (Existing)

008 Exempt Five Emergency Generators (1800 KW, 2000 KW, 3-600 KW Units)
1800 kilowatt (KW) Emergency Generator Caterpillar Model 1820DSEB, capable of combusting ultra-low distillate fuel oil
only, 0.0015% Sulfur or less by weight. Fuel consumption is 123 gal/hr @100% Load.
(Installed in 2005 — Classified as existing engines under Subpart 40 CFR 63 Subpart ZZZZ)
One 2000 kilowatt (KW) Emergency Generator Caterpillar Model SR4B, capable of combusting ultra-low distillate fuel oil only,
0.0015% Sulfur or less by weight. Fuel consumption is 142.2 gal/hr @100% load. (Installed in 2005 — Classified as existing
engines under Subpart 40 CFR 63 Subpart ZZZ2)
Three 600 kilowatt (KW) Generac Industrial Power Bl-Fuel Generators, Model SB600, each one running at 43.3 gal/hr of ultra-
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SECTION 1. GENERAL INFORMATION (FINAL)

(Manufactured in 2011, Installed on site December 2011 — Classified as New Engines under Subpart 40 CFR 63 Subpart 27277
and as a requirement must comply with 40 CFR 60 Subpart Il11).

FACILITY REGULATORY CLASSIFICATION

The facility is not a major source of hazardous air pollutants (HAP).

The facility does not operate units subject to the acid rain provisions of the Clean Air Act (CAA).
The facility is not a Title V major source of air pollution in accordance with Chapter 62-213, F.A.C.
The facility is not a major stationary source in accordance with Rule 62-212.400(PSD), F.A.C.

Biotest Pharmaceuticals Corporation Air Permit No. 0990341-006-A0
Air Operating Permit
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SECTION 2. ADMINISTRATIVE REQUIREMENTS (FINAL)

Permitting Authority: The permitting authority for this project is the Air & Waste Section, Florida Department of Health Palm
Beach County (Health Department). The mailing address is at P.O. Box 29 (800 Clematis St), West Palm Beach, Florida 33402-
0029, and telephone number (561) 837-5900. [Specific Operating Agreement].

Compliance Authority: All documents related to compliance activities such as reports, tests, and notifications shall be
submitted to the Air and Waste Section of the Florida Department of Health Palm Beach County (Health Department) at P.O.
Box 29 (800 Clematis Street), West Palm Beach, Florida, 33402-0029, and telephone number (561) 837-5900.

[Specific Operating Agreement].

Appendices: The following Appendices are attached as a part of this permit: Appendix A (Citation Formats and Glossary of
Common Terms); Appendix B (General Conditions); Appendix C (Common Conditions); and Appendix D (Common Testing
Requirements).

Applicable Regulations, Forms and Application Procedures: Unless otherwise specified in this permit, the construction and
operation of the subject emissions units shall be in accordance with the capacities and specifications stated in the application.
The facility is subject to all applicable provisions of: Chapter 403, F.S.; and Chapters 62-4, 62-204, 62-210, 62-212, 62-213, 62-
296 and 62-297, F.A.C. Issuance of this permit does not relieve the permittee from compliance with any applicable federal,
state, or local permitting or regulations.

New or Additional Conditions: For good cause shown and after notice and an administrative hearing, if requested, the
Department may require the permittee to conform to new or additional conditions. The Department shall allow the
permittee a reasonable time to conform to the new or additional conditions, and on application of the permittee, the
Department may grant additional time. [Rule 62-4.080, F.A.C.]

Modifications: No new emissions unit shall be constructed and no existing emissions unit shall be modified without obtaining
an air construction permit from the Department. Such permit shall be obtained prior to beginning construction or
modification. [Rules 62-210.300(1) and 62-212.300(1)(a), F.A.C.]

Renewal: Prior to 60 days before the expiration date of this permit, the permittee shall apply for a renewal of the permit. A
renewal application shall be timely and sufficient. If the application is submitted prior to 60 days before expiration of the
permit, it will be considered timely and sufficient. If the renewal application is submitted at a later date, it will not be
considered timely and sufficient unless it is submitted and made complete prior to the expiration of the operation permit.
When the application for renewal is timely and sufficient, the existing permit shall remain in effect until the renewal
application has been finally acted upon by the Department. [Rule 62-4.090, F.A.C.]

EMISSION LIMITING AND PERFORMANCE STANDARDS

8.

10.

11.

General VOC Standards: The owner or operator shall not store, pump, handle, process, load, unload or use in any process
or installation, volatile organic compounds (VOC) or organic solvents without applying known and existing vapor emission
control devices or systems. This includes: [Rule 62-296.320(1), F.A.C.]

. Regular inspection and maintenance of piping, valves, flanges, tanks, and containers used for storage and transfer of
organic liquids in order to minimize fugitive VOC emissions.
. When not in use, directing solvent-containing materials to containers that prevent evaporation.

Objectionable Odors: No person shall cause, suffer, allow or permit the discharge of air pollutants which cause or
contribute to an objectionable odor. [Rule 62-296.320(2), F.A.C.]

Note: An objectionable odor is defined as any odor present in the outdoor atmosphere which by itself or in combination with
other odors, is or may be harmful or injurious to human health or welfare, which unreasonably interferes with the
comfortable use and enjoyment of life or property, or which creates a nuisance. [Rule 62-210.200(200), F.A.C.]

General Visible Emissions Standard: Unless otherwise specified by permit, no person shall cause, let, permit, suffer or allow
to be discharged into the atmosphere any air pollutants from new, or existing emissions units, the opacity of which is equal
to or greater than 20 percent. [Rule 62-296.320(4)(b), F.A.C.]

Unconfined Emissions of Particulate Matter: No person shall cause, let, permit, suffer or allow the emissions of unconfined
particulate matter from any activity, including vehicular movement; transportation of materials; construction, alteration,
demolition or wrecking; or industrially related activities such as loading, unloading, storing or handling; without taking
reasonable precautions to prevent such emissions. Reasonable precautions include the following: [Rule 62-296.320(4)(c),
F.A.C.]

Biotest Pharmaceuticals Corporation Air Permit No. 0990341-006-A0

Air Operating Permit
Page 6 of 15



SECTION 2. ADMINISTRATIVE REQUIREMENTS (FINAL)

. Paving and maintenance of roads, parking areas and yards.

. Application of water or chemicals to control emissions from such activities as demolition of buildings, grading roads,
construction, and land clearing.

. Application of asphalt, water, chemicals or other dust suppressants to unpaved roads, yards, open stock piles and
similar activities.

. Removal of particulate matter from roads and other paved areas under the control of the owner or operator of the

facility to prevent reentrainment, and from buildings or work areas to prevent particulate from becoming airborne.
. Landscaping or planting of vegetation.

) Use of hoods, fans, filters, and similar equipment to contain, capture and/or vent particulate matter.
. Confining abrasive blasting where possible.
. Enclosure or covering of conveyor systems.

Note: Facilities that cause frequent, valid complaints will be required by the Health Department to take these or other
reasonable precautions. In determining what constitutes reasonable precautions for a particular facility, the Health
Department shall consider the cost of the control technique or work practice, the environmental impacts of the technique or
practice, and the degree of reduction of emissions expected from a particular technique or practice.

OPERATION AND MAINTENANCE REQUIREMENTS

12.

13.

Circumvention: The owner or operator shall not circumvent air pollution control equipment/methods or allow the emission
of air pollutants without the equipment/methods operating properly. [Rule 62-210.650, F.A.C.]

Excess Emissions Requirements [Rule 62-210.700, F.A.C.]

(a)  Excess emissions resulting from start-up, shutdown or malfunction of these emissions units shall be permitted
providing (1) best operational practices to minimize emissions are adhered to and (2) the duration of excess
emissions shall be minimized, but in no case exceed two hours in any 24-hour period unless specifically authorized by
the Health Department for longer duration. [Rule 62-210.700(1), F.A.C.]

(b)  Excess emissions which are caused entirely or in part by poor maintenance, poor operation, or any other equipment
or process failure which may reasonably be prevented during start-up, shutdown, or malfunction are prohibited.
[Rule 62-210.700(4), F.A.C.]

(c) In case of excess emissions resulting from malfunctions, the owner or operator shall notify the Air Pollution Control
Section of the Palm Beach County Health Department within one working day of: the nature, extent, and duration of
the excess emissions; the cause of the problem; and the corrective actions being taken to prevent recurrence. [Rule
62-210.700(5), F.A.C.]

CoMPLIANCE MONITORING REQUIREMENTS

14.

15.

16.

17.

Retain Records: Unless otherwise specified, all records and reports required by this permit shall be kept for at least 3 years from
the date the information was recorded. [Rule 62-4.160(14)(b), F.A.C.]

Test Procedures shall meet all applicable requirements of the Chapter 62-297, F.A.C. See Appendix D of this permit for a
summary of these requirements. [Rule 62-297.100, F.A.C.]

Operational Rate during Testing: Unless otherwise stated in the applicable emission limiting standard for a rule, testing of
emissions shall be conducted with the emissions unit operating at permitted capacity. Permitted capacity is defined as 90
to 100 percent of the maximum operation rate allowed by the permit. If it is impracticable to test at permitted capacity, an
emissions unit may be tested at less than the minimum permitted capacity; in this case, subsequent emissions unit
operation is limited to 110 percent of the test load until a new test is conducted. Once the unit is so limited, operation at
higher capacities is allowed for no more than 15 consecutive days for the purpose of additional compliance testing to regain
the authority to operate at the permitted capacity. [Rule 62-297.310(3), F.A.C.]

Test Notification: The owner or operator shall notify the Health Department, in writing, at least 15 days prior to the date on
which each formal compliance test is to begin, of the test date, the expected test time, the location of the test, the facility
contact person responsible for coordinating the test, and the person or company conducting test. The 15 day notification
requirement may be waived at the discretion of the Health Department. Likewise, if circumstances prevent testing during
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SECTION 2. ADMINISTRATIVE REQUIREMENTS (FINAL)

the test window specified for the emissions unit, the owner or operator may request an alternate test date before the expiration
of this window. [Rule 62-297.310(9), F.A.C.]

18.  Special Compliance Tests: When the Health Department, after investigation, has good reason (such as complaints,
increased visible emissions or questionable maintenance of control equipment) to believe that any applicable emission
standard contained in a DEP rule or permit is being violated, it shall require the owner or operator of the emissions unit to
conduct compliance tests which identify the nature and quantity of pollutant emissions from the emissions unit and to
provide a report on the results of said tests to the Health Department. [Rule 62-297.310(8)(c), F.A.C.]

REPORTS REQUIRED

19.  Annual Operating Report (AOR): The annual operating report [DEP Form No. 62-210.900(5)] shall be submitted to the Health
Department by April 1. If the report is submitted, using the DEP’s electronic annual operating report software (EAOR), there is no
requirement to submit a hardcopy to DEP or the Health Department. [Rule 62-210.370(3)(c), F.A.C.].

{Permitting Note: Resources to help you complete your AOR are available on the electronic AOR (EAOR) website at:
http://www.dep.state.fl.us/air/emission/eaor. If you have questions or need assistance after reviewing the information
posted on the EAOR website, please contact the Department by phone at (850) 717-9000 or email at eaor@dep.state.fl.us.}

20. Emission Compliance Stack Test Reports: For each required emissions compliance test, a report indicating the results of the test
shall be filed with the Health Department as soon as practical, but no later than 45 days after the last sampling run is completed.
The report shall provide sufficient detail on the tested emissions unit and the procedures used to allow the Health Department
to determine if the test was properly conducted and if the test results were properly computed. At a minimum, the test report
shall provide the applicable information listed in Rule 62-297.310(8)(c), F.A.C. and summarized in Appendix D. Additional report
information may be specified for a given group of emissions units in this permit. [Rule 62-297.310(8), F.A.C.]
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SECTION 3. EMISSIONS UNIT SPECIFIC CONDITIONS (FINAL)
GRoUP A. This portion of the permit addresses the following emissions unit:

EUID NO. STATUS BRIEF DESCRIPTION

004 Regulated 350-HP BOILER (14.23 MMBTU/HR)

350-hp Johnson Boiler, Model PFTX-350-4, capable of operating on natural gas and distillate No. 2
fuel oil. (Heat input rate of 14.23 mmbtu/hr)

{Permitting Note: This boiler is subject to the requirements of Rule 62-296.406, F.A.C. “Fossil Fuel Steam Generators with Less than
250 million Btu per Hour Heat Input, New and existing emission units” & 40 CFR 60 Subpart Dc “Standards of Performance for
Small Industrial-Commercial-Institutional Steam Generating Units.”

This boiler started operation after June 4, 2010 and is classified as an EXISTING unit under 40 CFR 63 Subpart JJJ1JJ “National
Emission Standards for Hazardous Air Pollutants for Industrial, Commercial, and Institutional Boilers Area Sources.”}

EMISSION LIMITING AND PERFORMANCE STANDARDS

1. This emission unit is subject to the requirements of 40 CFR Subpart Dc “Standards of Performance for Small
Industrial-Commercial-Institutional Steam Generating Units [40 CFR 60 Subpart Dc]

2. Best Available Control Technology (BACT) Determination: The Permittee shall comply with the Best Available Control
Technology (BACT). BACT for this emission unit is firing pipeline quality natural gas and/or ultra-low-sulfur fuel oil
with sulfur content of 0.0015% by wt. or lower. [Rules 62-296.406(2) & (3), F.A.C. & Permit No. 0990341-003-AC]

3. Area Source Boiler MACT Rule: This boiler is subject to the regulations of 40 CFR 63 Subpart JJJJJJ “National Emission
Standards for Hazardous Air Pollutants for Industrial, Commercial, and Institutional Boilers Area Sources.” This boiler
started operation after June 4, 2010 and is classified as an EXISTING unit under 40 CFR 63 Subpart JJJJJJ.

[40 CFR 63.11201]
(Permitting Note: Currently (January 2017), the Department of Environmental Protection (DEP) is finalizing the adoption of
this subpart into Rule 62-204.800, F.A.C.)

4, Visible Emissions: 20 percent opacity except for one six-minute period per hour during which opacity shall not
exceed 27 percent. [Rule 62-296.406(1), F.A.C.]

5. Particulate Matter (PM): Best Available Control Technology as specified in condition 2.
[Rule 62-296.406(2), F.A.C.]

6. Sulfur Dioxide (S0O,): Best Available Control Technology as specified in condition 2.
[Rule 62-296.406(3), F.A.C.]

7. Methods of Operation: The permittee shall not allow, cause, suffer or permit any change in the method(s) of
operation resulting in increased short-term or long-term emissions, without prior authorization from the Permitting
Authority. The authorized methods of operation include the following:

(a) Boiler Operation: The permittee is authorized to operate the emissions unit as a fossil fuel steam boiler.

(b) Fossil Fuels: The permittee is authorized to fire only clean pipeline quality natural gas and/or ultra-low distillate
fuel oil with a sulfur content of 0.0015% by wt. or lower.
[Permit No. 0990341-003-AC]

8. Hours of Operation: The permittee is authorized to operate the units continuously.
[Permit No. 0990341-003-AC]

COMPLIANCE MONITORING REQUIREMENTS

9. Frequency of Visible Emissions Testing: The permittee shall have a formal compliance test conducted annually every
calendar year (January 1 — December 31) to demonstrate compliance with the opacity limitation. [Rule 62-
297.310(8)(a), F.A.C.]

. The observation period of the EPA Method 9 shall be at least sixty (60) minutes in duration.
[Rule 62-297.310(5)(b), F.A.C.]

Biotest Pharmaceuticals Corporation Air Permit No. 0990341-006-A0
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SECTION 3. EMISSIONS UNIT SPECIFIC CONDITIONS (FINAL)

RECORDKEEPING AND REPORTING REQUIREMENTS

10. Fuel Consumption Records: The permittee shall record and maintain records of the amount of natural gas & ultra-low
sulfur fuel oil combusted each month.
[40 CFR 60.48c(g)(1), and Permit No. 0990341-003-AC]
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SECTION 3. EMISSIONS UNIT SPECIFIC CONDITIONS (FINAL)

Group B. This portion of the permit addresses the following group of emissions units:

EU ID No.

EmissIONS UNIT DESCRIPTION

008

Exempt

Five Emergency Generators (1800 KW, 2000 KW, 3-600 KW Units)

1800 kilowatt (KW) Emergency Generator Caterpillar Model 1820DSEB, capable of combusting ultra-low
distillate fuel oil only, 0.0015% Sulfur or less by weight. Fuel consumption is 123 gal/hr @100% Load.
(Installed in 2005 - Existing Engines under Subpart 40 CFR 63 Subpart ZZZZ)

One 2000 kilowatt (KW) Emergency Generator Caterpillar Model SR4B, capable of combusting ultra-low
distillate fuel oil only, 0.0015% Sulfur or less by weight. Fuel consumption is 142.2 gal/hr @100% load.
(Installed in 2005 - Existing Engines under Subpart 40 CFR 63 Subpart ZZZZ)

Three 600 kilowatt (KW) Generac Industrial Power Bl-Fuel Emergency Generators, Model SB600, each one
running at 43.3 gal/hr of ultra-low sulfur fuel (0.0015 Sulfur or less by weight.) These generators are
capable to burn both fuel oil and natural gas (Installed on site December 2011 and classified as NEW units
under Subpart 40 CFR 63 Subpart ZZZZ)

Permit Note: The generators are exempt under Rule 62-210.300(3)(a)35.d. F.A.C. based on the proposed fuel usage

(64,000 gallons of diesel fuel or 8.8 mmcf of natural gas combined per year). The 1800 KW and 2000 KW Caterpillar generators
are subject to the requirements of 40 CFR 63 Subpart ZZZZ (Existing Engines). The three 600 KW Bi-Fuel generator engines must
comply with 40 CFR 63 Subpart ZZZZ regulations. These engines are classified as NEW units as per the ZZZZ regulations, and the
only requirement under ZZZZ regulations for these engines is to be in compliance with 40 CFR 60 Subpart Ill.).

The following specific conditions apply to the emissions unit listed above:

RULE APPLICABILITY

1. 40 CFR Part 63 Subpart ZZZZ (NESHAP) - ALL Generators: These generators are subject to the applicable

requirements of 40 CFR Part 63 Subpart ZZZZ ‘National Emission Standards for Hazardous Air Pollutants for
Reciprocating Internal Combustion Engines (RICE)’ regulations which are summarized in Appendix ZZZZ.

The 1800 KW and 2000 KW generators shall continue to comply with 40 CFR 63 Subpart ZZZZ.

The three 600 KW Bi-Fuel generator engines must comply with 40 CFR 63 Subpart ZZZZ regulations. These
engines are classified as NEW units as per the ZZZZ regulations, and the only requirement under ZZZZ regulations
for these engines is to be in compliance with 40 CFR 60 Subpart Il

[40 CFR 63 Subpart ZZZZ and Rule 62-210.300(3)(a)35.h.]

2. 40 CFR Part 60 Subpart Il (NSPS) — 600 KW Generators: Three 600 KW generators (manufactured in 2011) are

subject to 40 CFR Part 60, Subpart 11l ‘Standards of Performance for Stationary Compression Ignition Internal
Combustion Engines’ which are summarized in Appendix llll. [40 CFR 60 Subpart Illl and Rule 62-
210.300(3)(a)35.f.]

OPERATING RESTRICTIONS

3. Permitted Capacity — ALL Generators. The permittee shall not allow, cause, suffer or permit the operation of

the emission unit in excess of the following without prior authorization from the Permitting Authority:

Maximum Fuel Usage: The total fuel usage by the generators collectively shall not exceed 64,000 gallons of No. 2
distillate oil or 8.8 mmcf of natural gas per year. If burning more than one type of fuel, the equivalent collective

annual amount of each fuel burned by the engines claiming this exemption at the same facility shall not exceed the
collective maximum annual amount of such fuel multiplied by a fuel percentage. The fuel percentage is the
percentage ratio of the total amount of the fuel burned by all engines claiming this exemption at the same facility to
the total amount of such fuel allowed to be burned by all engines claiming this exemption at the same facility
pursuant to Rule 62-210.300(3)(a)35.d., F.A.C. The sum of the fuel percentages for all fuels burned by the engines
claiming this exemption must be less than or equal to 100 percent.

[Rule 62-210.300(3)(a)35.d. & e. F.A.C. and as requested by applicant]
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SECTION 3. EMISSIONS UNIT SPECIFIC CONDITIONS (FINAL)

EMISSION LIMITING AND PERFORMANCE STANDARDS

4, Method of Operation: The permittee shall not allow, cause, suffer or permit any change in the method(s) of
operation resulting in increased short-term or long-term emissions, without prior authorization from the
Permitting Authority.

The emergency generators are allowed to fire only ultra-low sulfur distillate oil (0.0015% S by weight or less)
or pipe-line quality natural gas. [Rule 62-4.070(3) and requested by applicant]

5. Emission Limitations - 1800 KW and 2000 KW Generators: The permittee shall meet the following requirement,
except during the periods of startup:
(a) Change oil and filter every 500 hours of operation or annually, whichever comes first;
(b) Inspect air cleaner every 1,000 hours of operation or annually, whichever comes first; and
(c) Inspect all hoses and belts every 500 hours of operation or annually, whichever comes first, and
replace as necessary.
[40 CFR 63 Subpart 222z, Table 2d]

6. If an emergency engine is operating during an emergency and it is not possible to shut down the engine in order
to perform the management practice shown above, or if performing the management practice on the required
schedule would otherwise pose an unacceptable risk under Federal, State, or local law, the management
practice can be delayed until the emergency is over or the unacceptable risk under Federal, State, or local law
has abated. The management practice should be performed as soon as practicable after the emergency has
ended or the unacceptable risk under Federal, State, or local law has abated. Sources must report any failure to
perform the management practice on the schedule required and the Federal, State or local law under which the
risk was deemed unacceptable.}

[40 CFR 63.6603(a), 40 CFR 63 Subpart 227z, Table 2d]

7. Emission Limitation — Three 600 KW Generators: The permittee must comply by purchasing an engine
certified to the emission standards in 40 CFR 60.4205(b), for the same model year and maximum engine
power. The engine must be installed and configured according to the manufacturer's specifications. You
must operate and maintain the stationary Cl internal combustion engine and control device according to the
manufacturer's written instructions or procedures developed by the owner or operator that are approved by
the engine manufacturer. In addition, owners and operators may only change those settings that are permitted
by the manufacturer. [40 CFR 60.4211(a)]

MONITORING, INSTALLATION, COLLECTION, OPERATION AND MAINTENANCE REQUIREMENTS

8. The permittee shall install a non-resettable hour meter, at all generators, if one is not already installed.
[40 CFR 63.6625(f) and 40 CFR 60.4209(a)]

9. Idling — 1800 KW and 2000 KW Generators: The permittee shall minimize the engine's time spent at idle during
startup and minimize the engine's startup time to a period needed for appropriate and safe loading of the
engine, not to exceed 30 minutes, after which time the emission standards applicable to all times other than
startup as specified in the Specific Condition 5. of this permit. [40 CFR 63.6625(h)]

CONTINUOUS COMPLIANCE

10. Hours of Operation — 1800 KW and 2000 KW Generators: The permittee must operate the emergency stationary RICE
according to the requirements in paragraphs (1) through (4) of this condition. In order for the engine to be
considered an emergency stationary RICE under this subpart, any operation other than emergency operation,
maintenance and testing, emergency demand response, and operation in non-emergency situations for 50 hours per
year, as described in paragraphs (1) through (4) of this condition, is prohibited. If the permittee does not operate the

Biotest Pharmaceuticals Corporation Air Permit No. 0990341-006-A0
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SECTION 3. EMISSIONS UNIT SPECIFIC CONDITIONS (FINAL)

11.

engine according to the requirements in paragraphs (1) through (4) of this condition, the engine will not be
considered an emergency engine under 40 CFR 63 Subpart ZZZZ and must meet all requirements for non-emergency
engines.

(1) There is no time limit on the use of emergency stationary RICE in emergency situations.

(2) The permittee may operate the emergency stationary RICE for any combination of the purposes specified in
paragraphs (2)(i) through (iii) of this condition for a maximum of 100 hours per calendar year. Any operation for non-
emergency situations as allowed by paragraphs (3) and (4) of this condition counts as part of the 100 hours per
calendar year allowed by this paragraph (2).

(i) Emergency stationary RICE may be operated for maintenance checks and readiness testing, provided that the
tests are recommended by federal, state or local government, the manufacturer, the vendor, the regional
transmission organization or equivalent balancing authority and transmission operator, or the insurance company
associated with the engine. The permittee may petition the Administrator for approval of additional hours to be used
for maintenance checks and readiness testing, but a petition is not required if the permittee maintains records
indicating that federal, state, or local standards require maintenance and testing of emergency RICE beyond 100
hours per calendar year.

(i) Not applicable

(iii) Not applicable.

(3) Not applicable

(4) These generator engines may be operated for up to 50 hours per calendar year in non-emergency situations. The
50 hours of operation in non-emergency situations are counted as part of the 100 hours per calendar year for
maintenance and testing and emergency demand response provided in paragraph(2) of this condition. Except as
provided in paragraphs (4)(i) and (ii) of this condition, the 50 hours per year for non-emergency situations cannot be
used for peak shaving or non-emergency demand response, or to generate income for a facility to an electric grid or
otherwise supply power as part of a financial arrangement with another entity.

(i) Not applicable

(ii) The 50 hours per year for non-emergency situations can be used to supply power as part of a financial
arrangement with another entity if all of the following conditions are met:

(A) The engine is dispatched by the local balancing authority or local transmission and distribution system
operator.

(B) The dispatch is intended to mitigate local transmission and/or distribution limitations so as to avert
potential voltage collapse or line overloads that could lead to the interruption of power supply in a local area or
region.

(C) The dispatch follows reliability, emergency operation or similar protocols that follow specific NERC,
regional, state, public utility commission or local standards or guidelines.

(D) The power is provided only to the facility itself or to support the local transmission and distribution
system.

(E) The owner or operator identifies and records the entity that dispatches the engine and the specific
NERC, regional, state, public utility commission or local standards or guidelines that are being followed for
dispatching the engine.

The local balancing authority or local transmission and distribution system operator may keep these records on behalf of
the engine owner or operator. [40 CFR 63.6640(f)]

[40 CFR 63.6640(f)]

{Permit Note: On May 2, 2016, 40 CFR 63.6640 (f)(2)(ii)-(iii) was vacated in the U.S. Court of Appeals District Of
Columbia Circuit Court.}

Hours of Operation — Three 600 KW Generators: The permittee must operate the emergency stationary ICE
according to the requirements in paragraphs (1) through (3) of this condition. In order for the engine to be
considered an emergency stationary ICE under 40 CFR 60 Subpart llll, any operation other than emergency
operation, maintenance and testing, emergency demand response, and operation in non-emergency situations
for 50 hours per year, as described in paragraphs (1) through (3) of this condition, is prohibited. If the permittee
does not operate the engine according to the requirements in paragraphs (1) through (3) of this condition, the
engine will not be considered an emergency engine under 40 CFR 60 Subpart llll and must meet all requirements
for non-emergency engines.

Biotest Pharmaceuticals Corporation Air Permit No. 0990341-006-A0
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SECTION 3. EMISSIONS UNIT SPECIFIC CONDITIONS (FINAL)

(1) There is no time limit on the use of emergency stationary ICE in emergency situations.

(2) The permittee may operate the emergency stationary ICE for any combination of the purposes specified in
paragraphs (i) through (iii) of this condition for a maximum of 100 hours per calendar year. Any operation for
non-emergency situations as allowed by paragraph (3) of this condition counts as part of the 100 hours per
calendar year allowed by this paragraph (2).

(i) Emergency stationary ICE may be operated for maintenance checks and readiness testing, provided that
the tests are recommended by federal, state or local government, the manufacturer, the vendor, the
regional transmission organization or equivalent balancing authority and transmission operator, or the
insurance company associated with the engine. The permittee may petition the Administrator for
approval of additional hours to be used for maintenance checks and readiness testing, but a petition is
not required if the permittee maintains records indicating that federal, state, or local standards require
maintenance and testing of emergency ICE beyond 100 hours per calendar year.

(i) Not applicable

(iii) Not Applicable

(3) Emergency stationary ICE may be operated for up to 50 hours per calendar year in non-emergency situations.
The 50 hours of operation in non-emergency situations are counted as part of the 100 hours per calendar year
for maintenance and testing and emergency demand response provided in paragraph (2) of this condition.
Except as provided in paragraph (3)(i) of this condition, the 50 hours per calendar year for non-emergency
situations cannot be used for peak shaving or non-emergency demand response, or to generate income for a
facility to an electric grid or otherwise supply power as part of a financial arrangement with another entity.

(i) The 50 hours per year for non-emergency situations can be used to supply power as part of a financial
arrangement with another entity if all of the following conditions are met:

(A) The engine is dispatched by the local balancing authority or local transmission and distribution system
operator;

(B) The dispatch is intended to mitigate local transmission and/or distribution limitations so as to avert
potential voltage collapse or line overloads that could lead to the interruption of power supply in a
local area or region.

(C) The dispatch follows reliability, emergency operation or similar protocols that follow specific NERC,

regional, state, public utility commission or local standards or guidelines.

(D) The power is provided only to the facility itself or to support the local transmission and distribution
system.

(E) The owner or operator identifies and records the entity that dispatches the engine and the specific
NERC, regional, state, public utility commission or local standards or guidelines that are being
followed for dispatching the engine.

The local balancing authority or local transmission and distribution system operator may keep these
records on behalf of the engine owner or operator.

[40 CFR 60.4211(f)] [40 CFR 60. 4211(f)(1)-(2)(i) and (3)(i)]

REPORTING AND RECORDKEEPING REQUIREMENTS

12. The permittee shall keep records of the hours of operation of the engine that is recorded through the non-
resettable hour meter. The permittee must document how many hours are spent for emergency operation,
including what classified the operation as emergency and how many hours are spent for non-emergency
operation. If the engines are used for demand response operation, the permittee must keep records of the
notification of the emergency situation, and the time the engine was operated as part of demand response.
[40 CFR 63.6655(f) and 40 CFR 60.4214]
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SECTION 3. EMISSIONS UNIT SPECIFIC CONDITIONS (FINAL)

13. The permittee shall keep records of the amount of fuel consumed by the generators on a monthly basis. The
permittee shall follow record keeping procedures as required in the Specific Condition 16. of this permit.
[Permit No. 0990341-003-AC]

14. Fuel Oil Sulfur Content: All fuel oil sulfur content tests performed pursuant to the requirements of this permit
shall be determined using ASTM D129-91, ASTM D2662-94, ASTM D4294-90, ASTM Method D5453 for ultra-low
sulfur fuel, 15ppm or less, or other method approved by the Department. [Permit No. 0990341-003-AC &
60.4207].

{Permit Note: DEP Rule 62-297.401 for ASTM Methods was repealed on 7-10-14.}

COMPLIANCE ASSURANCE MONITORING
15. Fuel Qil Sulfur Content: (a) Not Applicable

(b) Beginning June 1, 2010. Except as otherwise specifically provided in this subpart, all NR and LM diesel fuel is
subject to the following per-gallon standards:

(1) Sulfur content.

(i) 15 ppm maximum for NR diesel fuel.

(i) 500 ppm maximum for LM diesel fuel.

(2) Cetane index or aromatic content, as follows:

(i) A minimum cetane index of 40; or

(ii) A maximum aromatic content of 35 volume percent

[40 CFR 60.4207].

16. The permittee shall monitor the fuel sulfur content in accordance with the most recently approved fuel
monitoring plan ASTM Method D5453 or equivalent for ultra-low sulfur fuel requirement for generators.

[Permit No. 0990341-003-AC].

{Permit Note: DEP Rule 62-297.401 for ASTM Methods was repealed on 7-10-14.}

RECORDKEEPING REQUIREMENTS
17. Record Keeping Requirements: The permittee shall record monthly in a written log the following information:

(a) Ateach generator, gallons of No. 2 distillate fuel and MMCF of natural gas consumed and the number
of hours of operation.

(b) Fuel sulfur content: The permittee shall maintain all fuel sulfur monitoring and delivery records in
accordance with the approved fuel sulfur monitoring plan

(c) All records shall be kept for a minimum period of 3 years.
[Rule 62-4.160(2), F.A.C., and Permit No. 0990341-003-AC]
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SECTION 4. APPENDIX A
Citation Formats and Glossary of Common Terms

CITATION FORMATS

The following illustrate the formats used in the permit to identify applicable requirements from permits and regulations.
Old Permit Numbers

Example: Permit No. AC50-123456 or Permit No. AO50-123456

Where: “AC” identifies the permit as an Air Construction Permit
“A0” identifies the permit as an Air Operation Permit

“123456" identifies the specific permit project number
New Permit Numbers
Example:  Permit Nos. 099-2222-001-AC, 099-2222-001-AF, 099-2222-001-A0, or 099-2222-001-AV
Where: “099” represents the specific county ID number in which the project is located
“2222” represents the specific facility ID number for that county
“001” identifies the specific permit project number
“AC” identifies the permit as an air construction permit
“AF” identifies the permit as a minor source federally enforceable state operation permit
“AQ” identifies the permit as a minor source air operation permit
“AV” identifies the permit as a major Title V air operation permit
PSD Permit Numbers
Example: Permit No. PSD-FL-317

Where: “PSD” means issued pursuant to the preconstruction review requirements of the Prevention of Significant
Deterioration of Air Quality

“FL” means that the permit was issued by the State of Florida
“317” identifies the specific permit project number

Florida Administrative Code (F.A.C.)

Example: [Rule 62-213.205, F.A.C.]

Means: Title 62, Chapter 213, Rule 205 of the Florida Administrative Code

Code of Federal Regulations (CFR)

Example: [40 CRF 60.7]

Means: Title 40, Part 60, Section 7

GLOSSARY OF COMMON TERMS

°F: degrees Fahrenheit BACT: best available control technology

Mg: microgram bhp: brake horsepower

AAQS: Ambient Air Quality Standard Btu: British thermal units

acf: actual cubic feet CAM: compliance assurance monitoring

acfm: actual cubic feet per minute CEMS: continuous emissions monitoring system

ARMS: Air Resource Management System (Department’s cfm: cubic feet per minute

database) CFR: Code of Federal Regulations
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SECTION 4. APPENDIX A

Citation Formats and Glossary of Common Terms

CAA: Clean Air Act

CMS: continuous monitoring system

CO: carbon monoxide

CO,: carbon dioxide

COMS: continuous opacity monitoring system
DARM: Division of Air Resource Management

DEP: Department of Environmental Protection

Department: Department of Environmental Protection

dscf: dry standard cubic feet
dscfm: dry standard cubic feet per minute
EPA: Environmental Protection Agency

ESP: electrostatic precipitator (control system for
reducing particulate matter)

EU: emissions unit

F: fluoride

F.A.C.: Florida Administrative Code
F.A.W.: Florida Administrative Weekly
F.D.: forced draft

F.S.: Florida Statutes

FGD: flue gas desulfurization

FGR: flue gas recirculation

ft2: square feet

ft3: cubic feet

gpm: gallons per minute

gr: grains

HAP: hazardous air pollutant

Hg: mercury

I.D.: induced draft

ID: identification

kPa: kilopascals

Ib: pound

MACT: maximum achievable control technology
MMBtu: million British thermal units
MSDS: material safety data sheets
MW: megawatt

NESHAP: National Emissions Standards for Hazardous Air
Pollutants

NOyx: nitrogen oxides

NSPS: New Source Performance Standards
O&M: operation and maintenance

0,: oxygen

Pb: lead

PM: particulate matter

PM;o: particulate matter with a mean aerodynamic
diameter of 10 microns or less

ppm: parts per million

ppmv: parts per million by volume

ppmvd: parts per million by volume, dry basis
QA: quality assurance

QC: quality control

PSD: prevention of significant deterioration
psi: pounds per square inch

PTE: potential to emit

RACT: reasonably available control technology
RATA: relative accuracy test audit

RBLC: EPA’s RACT/BACT/LAER Clearinghouse
SAM: sulfuric acid mist

scf: standard cubic feet

scfm: standard cubic feet per minute

SIC: standard industrial classification code
SIP: State Implementation Plan

SNCR: selective non-catalytic reduction (control system
used for reducing emissions of nitrogen oxides)

SO;: sulfur dioxide

TPD: tons/day

TPH: tons per hour

TPY: tons per year

TRS: total reduced sulfur

UTM: Universal Transverse Mercator coordinate system
VE: visible emissions

VOC: volatile organic compounds
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SECTION 4. APPENDIX B

General Conditions

The permittee shall comply with the following general conditions from Rule 62-4.160, F.A.C.

1.

The terms, conditions, requirements, limitations and restrictions set forth in this permit, are “permit conditions” and
are binding and enforceable pursuant to Sections 403.141, 403.727, or 403.859 through 403.861, F.S. The permittee is
placed on notice that the Department will review this permit periodically and may initiate enforcement action for any
violation of these conditions.

This permit is valid only for the specific processes and operations applied for and indicated in the approved drawings or
exhibits. Any unauthorized deviation from the approved drawings, exhibits, specifications, or conditions of this permit
may constitute grounds for revocation and enforcement action by the Department.

As provided in subsections 403.987(6) and 403.722(5), F.S., the issuance of this permit does not convey any vested
rights or any exclusive privileges. Neither does it authorize any injury to public or private property or any invasion of
personal rights, nor any infringement of federal, state, or local laws or regulations. This permit is not a waiver of or
approval of any other department permit that may be required for other aspects of the total project which are not
addressed in this permit.

This permit conveys no title to land or water, does not constitute State recognition or acknowledgment of title, and not
constitute authority for the use of submerged lands unless herein provided and the necessary title or leasehold
interests have been obtained from the State. Only the Trustees of the Internal Improvement Trust Fund may express
State opinion as to title.

This permit does not relieve the permittee from liability for harm or injury to human health or welfare, animal, or plant
life, or property caused by the construction or operation of this permitted source, or from penalties therefore; nor
does it allow the permittee to cause pollution in contravention of Florida Statutes and Department rules, unless
specifically authorized by an order from the Department.

The permittee shall properly operate and maintain the facility and systems of treatment and control (and related
appurtenances) that are installed and used by the permittee to achieve compliance with the conditions of this permit,
as required by Department rules. This provision includes the operation of backup or auxiliary facilities or similar
systems when necessary to achieve compliance with the conditions of the permit and when required by Department
rules.

The permittee, by accepting this permit, specifically agrees to allow authorized Department personnel, upon
presentation of credentials or other documents as may be required by law and at reasonable times, access to the
premises where the permitted activity is located or conducted to:

a. Have access to and copy any records that must be kept under conditions of the permit;
b. Inspect the facility, equipment, practices, or operations regulated or required under this permit; and

c. Sample or monitor any substances or parameters at any location reasonably necessary to assure compliance with
this permit or Department rules. Reasonable time may depend on the nature of the concern being investigated.

If, for any reason, the permittee does not comply with or will be unable to comply with any condition or limitation
specified in this permit, the permittee shall immediately provide the Department with the following information:

a. Adescription of and cause of noncompliance; and

b. The period of noncompliance, including dates and times; or, if not corrected, the anticipated time the
noncompliance is expected to continue, and steps being taken to reduce, eliminate, and prevent recurrence of the
noncompliance. The permittee shall be responsible for any and all damages which may result and may be subject
to enforcement action by the Department for penalties or for revocation of this permit.

In accepting this permit, the permittee understands and agrees that all records, notes, monitoring data and other
information relating to the construction or operation of this permitted source which are submitted to the Department
may be used by the Department as evidence in any enforcement case involving the permitted source arising under the
Florida Statutes or Department rules, except where such use is prescribed by Sections 403.111 and 403.73, F.S. Such
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SECTION 4. APPENDIX B

General Conditions

evidence shall only be used to the extent it is consistent with the Florida Rules of Civil Procedure and appropriate
evidentiary rules.

10. The permittee agrees to comply with changes in Department rules and Florida Statutes after a reasonable time for
compliance; provided, however, the permittee does not waive any other rights granted by Florida Statutes or
Department rules. A reasonable time for compliance with a new or amended surface water quality standard, other
than those standards addressed in Rule 62-302.500, F.A.C., shall include a reasonable time to obtain or be denied a
mixing zone for the new or amended standard.

11. This permit is transferable only upon Department approval in accordance with Rules 62-4.120 and 62-730.300, F.A.C,,
as applicable. The permittee shall be liable for any non-compliance of the permitted activity until the transfer is
approved by the Department.

12. This permit or a copy thereof shall be kept at the work site of the permitted activity.

13. This permit also constitutes:

a. Determination of Best Available Control Technology (applicable for small boiler BACT);

b. Determination of Prevention of Significant Deterioration (not applicable); and

c. Compliance with New Source Performance Standards (not applicable).

14. The permittee shall comply with the following:

a. Upon request, the permittee shall furnish all records and plans required under Department rules. During
enforcement actions, the retention period for all records will be extended automatically unless otherwise
stipulated by the Department.

b. The permittee shall hold at the facility or other location designated by this permit records of all monitoring
information (including all calibration and maintenance records and all original strip chart recordings for continuous
monitoring instrumentation) required by the permit, copies of all reports required by this permit, and records of all
data used to complete the application for this permit. These materials shall be retained at least three years from
the date of the sample, measurement, report, or application unless otherwise specified by Department rule.

c. Records of monitoring information shall include:

(1) The date, exact place, and time of sampling or measurements;

(2) The person responsible for performing the sampling or measurements;
(3) The dates analyses were performed;

(4) The person responsible for performing the analyses;

(5) The analytical techniques or methods used;

(6) The results of such analyses.

15. When requested by the Department, the permittee shall within a reasonable time furnish any information required by
law which is needed to determine compliance with the permit. If the permittee becomes aware the relevant facts were
not submitted or were incorrect in the permit application or in any report to the Department, such facts or information
shall be corrected promptly.
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Common Conditions

Unless otherwise specified in the permit, the following conditions apply to all emissions units and activities at the facility.
EMISSIONS AND CONTROLS

1. Plant Operation - Problems: If temporarily unable to comply with any of the conditions of the permit due to
breakdown of equipment or destruction by fire, wind or other cause, the permittee shall notify each Compliance
Authority as soon as possible, but at least within one working day, excluding weekends and holidays. The notification
shall include: pertinent information as to the cause of the problem; steps being taken to correct the problem and
prevent future recurrence; and, where applicable, the owner’s intent toward reconstruction of destroyed facilities.
Such notification does not release the permittee from any liability for failure to comply with the conditions of this
permit or the regulations. [Rule 62-4.130, F.A.C.]

2. Circumvention: The permittee shall not circumvent the air pollution control equipment or allow the emission of air
pollutants without this equipment operating properly. [Rule 62-210.650, F.A.C.]

3. Excess Emissions Allowed: Excess emissions resulting from startup, shutdown or malfunction of any emissions unit
shall be permitted providing (1) best operational practices to minimize emissions are adhered to and (2) the duration of
excess emissions shall be minimized but in no case exceed 2 hours in any 24-hour period unless specifically authorized
by the Department for longer duration. Pursuant to Rule 62-210.700(5), F.A.C., the permit subsection may specify
more or less stringent requirements for periods of excess emissions. Rule 62-210-700(Excess Emissions), F.A.C., cannot
vary or supersede any federal NSPS or NESHAP provision. [Rule 62-210.700(1), F.A.C.]

4. Excess Emissions Prohibited: Excess emissions caused entirely or in part by poor maintenance, poor operation, or any
other equipment or process failure that may reasonably be prevented during startup, shutdown or malfunction shall be
prohibited. [Rule 62-210.700(4), F.A.C.]

5. Excess Emissions - Notification: In case of excess emissions resulting from malfunctions, the permittee shall notify the
Compliance Authority in accordance with Rule 62-4.130, F.A.C. A full written report on the malfunctions shall be
submitted in a quarterly report, if requested by the Department. [Rule 62-210.700(6), F.A.C.]

6. VOC or OS Emissions: No person shall store, pump, handle, process, load, unload or use in any process or installation,
volatile organic compounds (VOC) or organic solvents (OS) without applying known and existing vapor emission control
devices or systems deemed necessary and ordered by the Department. [Rule 62-296.320(1), F.A.C.]

7. Objectionable Odor Prohibited: No person shall cause, suffer, allow or permit the discharge of air pollutants, which
cause or contribute to an objectionable odor. An “objectionable odor” means any odor present in the outdoor
atmosphere which by itself or in combination with other odors, is or may be harmful or injurious to human health or
welfare, which unreasonably interferes with the comfortable use and enjoyment of life or property, or which creates a
nuisance. [Rules 62-296.320(2) and 62-210.200(Definitions), F.A.C.]

8. General Visible Emissions: No person shall cause, let, permit, suffer or allow to be discharged into the atmosphere the
emissions of air pollutants from any activity equal to or greater than 20% opacity. This regulation does not impose a
specific testing requirement. [Rule 62-296.320(4)(b)1, F.A.C.]

9. Unconfined Particulate Emissions: No person shall cause, let, permit, suffer or allow the emissions of unconfined
particulate matter from any activity, including vehicular movement; transportation of materials; construction,
alteration, demolition or wrecking; or industrially related activities such as loading, unloading, storing or handling;
without taking reasonable precautions to prevent such emissions.

a. Any permit issued to a facility with emissions of unconfined particulate matter shall specify the reasonable
precautions to be taken by that facility to control the emissions of unconfined particulate matter.

b. Reasonable precautions include the following:
(1) Paving and maintenance of roads, parking areas and yards.

(2) Application of water or chemicals to control emissions from such activities as demolition of buildings, grading
roads, construction, and land clearing.
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Common Conditions
Application of asphalt, water, oil, chemicals or other dust suppressants to unpaved roads, yards, open stock
piles and similar activities.

Removal of particulate matter from roads and other paved areas under the control of the owner or operator
of the facility to prevent re-entrainment, and from buildings or work areas to prevent particulate from
becoming airborne.

Landscaping or planting of vegetation.
Use of hoods, fans, filters, and similar equipment to contain, capture and/or vent particulate matter.
Confining abrasive blasting where possible.

Enclosure or covering of conveyor systems.

c. Indetermining what constitutes reasonable precautions for a particular facility, the Department shall consider the
cost of the control technique or work practice, the environmental impacts of the technique or practice, and the
degree of reduction of emissions expected from a particular technique or practice.

[Rule 62-296.320(4)(c), F.A.C.]
RECORDS AND REPORTS

10. Records Retention: The permittee shall hold at the facility or other location designated by this permit records of all

monitoring information (including all calibration and maintenance records and all original strip chart recordings for
continuous monitoring instrumentation) required by the permit, copies of all reports required by this permit, and
records of all data used to complete the application for this permit. These materials shall be retained at least three
years from the date of the sample, measurement, report, or application unless otherwise specified by Department rule.
[Rule 62-4.160(14)(b), F.A.C.]

11. Emissions Computation and Reporting:

a. Applicability. This rule sets forth required methodologies to be used by the owner or operator of a facility for
computing actual emissions, baseline actual emissions, and net emissions increase, as defined at Rule 62-210.200,
F.A.C., and for computing emissions for purposes of the reporting requirements of subsection 62-210.370(3) and
paragraph 62-212.300(1)(e), F.A.C., or of any permit condition that requires emissions be computed in accordance
with this rule. This rule is not intended to establish methodologies for determining compliance with the emission
limitations of any air permit. [Rule 62-210.370(1), F.A.C.]

b. Computation of Emissions. For any of the purposes set forth in subsection 62-210.370(1), F.A.C., the owner or
operator of a facility shall compute emissions in accordance with the requirements set forth in this subsection.

(1) Basic Approach. The owner or operator shall employ, on a pollutant-specific basis, the most accurate of the

approaches set forth below to compute the emissions of a pollutant from an emissions unit; provided,
however, that nothing in this rule shall be construed to require installation and operation of any continuous
emissions monitoring system (CEMS), continuous parameter monitoring system (CPMS), or predictive
emissions monitoring system (PEMS) not otherwise required by rule or permit, nor shall anything in this rule
be construed to require performance of any stack testing not otherwise required by rule or permit.

(a)  If the emissions unit is equipped with a CEMS meeting the requirements of paragraph 62-210.370(2)(b),
F.A.C., the owner or operator shall use such CEMS to compute the emissions of the pollutant, unless the
owner or operator demonstrates to the department that an alternative approach is more accurate
because the CEMS represents still-emerging technology.

(b)  If a CEMS is not available or does not meet the requirements of paragraph 62-210.370(2)(b), F.A.C, but
emissions of the pollutant can be computed pursuant to the mass balance methodology of paragraph
62-210.370(2)(c), F.A.C., the owner or operator shall use such methodology, unless the owner or
operator demonstrates to the department that an alternative approach is more accurate.

Biotest Pharmaceuticals Corporation Air Permit No. 0990341-006-A0
Air Permit Renewal for 0990341-005-A0 Air Operation Permit

Page C-2



SECTION 4. APPENDIX C

Common Conditions

(c) If aCEMS is not available or does not meet the requirements of paragraph 62-210.370(2)(b), F.A.C., and
emissions cannot be computed pursuant to the mass balance methodology, the owner or operator shall
use an emission factor meeting the requirements of paragraph 62-210.370(2)(d), F.A.C., unless the
owner or operator demonstrates to the department that an alternative approach is more accurate.

(2) Continuous Emissions Monitoring System (CEMS).

(a)  Anowner or operator may use a CEMS to compute emissions of a pollutant for purposes of this rule
provided:

1) The CEMS complies with the applicable certification and quality assurance requirements of 40 CFR
Part 60, Appendices B and F, or, for an acid rain unit, the certification and quality assurance
requirements of 40 CFR Part 75, all adopted by reference at Rule 62-204.800, F.A.C.; or

2) The owner or operator demonstrates that the CEMS otherwise represents the most accurate
means of computing emissions for purposes of this rule.

(b)  Stack gas volumetric flow rates used with the CEMS to compute emissions shall be obtained by the most
accurate of the following methods as demonstrated by the owner or operator:

1) A calibrated flow meter that records data on a continuous basis, if available; or

2) The average flow rate of all valid stack tests conducted during a five-year period encompassing
the period over which the emissions are being computed, provided all stack tests used shall
represent the same operational and physical configuration of the unit.

(c)  The owner or operator may use CEMS data in combination with an appropriate f-factor, heat input data,
and any other necessary parameters to compute emissions if such method is demonstrated by the
owner or operator to be more accurate than using a stack gas volumetric flow rate as set forth at
subparagraph 62-210.370(2)(b)2., F.A.C., above.

(3) Mass Balance Calculations.

(a)  Anowner or operator may use mass balance calculations to compute emissions of a pollutant for
purposes of this rule provided the owner or operator:

1) Demonstrates a means of validating the content of the pollutant that is contained in or created by
all materials or fuels used in or at the emissions unit; and

2) Assumes that the emissions unit emits all of the pollutant that is contained in or created by any
material or fuel used in or at the emissions unit if it cannot otherwise be accounted for in the
process or in the capture and destruction of the pollutant by the unit’s air pollution control
equipment.

(b)  Where the vendor of a raw material or fuel which is used in or at the emissions unit publishes a range of
pollutant content from such material or fuel, the owner or operator shall use the highest value of the
range to compute the emissions, unless the owner or operator demonstrates using site-specific data
that another content within the range is more accurate.

(c) Inthe case of an emissions unit using coatings or solvents, the owner or operator shall document,
through purchase receipts, records and sales receipts, the beginning and ending VOC inventories, the
amount of VOC purchased during the computational period, and the amount of VOC disposed of in the
liquid phase during such period.

(4) Emission Factors.

(a) An owner or operator may use an emission factor to compute emissions of a pollutant for purposes of this
rule provided the emission factor is based on site-specific data such as stack test data, where available,
unless the owner or operator demonstrates to the department that an alternative emission factor is more
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accurate. An owner or operator using site-specific data to derive an emission factor, or set of factors, shall
meet the following requirements.

1) If stack test data are used, the emission factor shall be based on the average emissions per unit of
input, output, or gas volume, whichever is appropriate, of all valid stack tests conducted during at
least a five-year period encompassing the period over which the emissions are being computed,
provided all stack tests used shall represent the same operational and physical configuration of
the unit.

2) Multiple emission factors shall be used as necessary to account for variations in emission rate
associated with variations in the emissions unit’s operating rate or operating conditions during
the period over which emissions are computed.

3) The owner or operator shall compute emissions by multiplying the appropriate emission factor by
the appropriate input, output or gas volume value for the period over which the emissions are
computed. The owner or operator shall not compute emissions by converting an emission factor
to pounds per hour and then multiplying by hours of operation, unless the owner or operator
demonstrates that such computation is the most accurate method available.

(b) If site-specific data are not available to derive an emission factor, the owner or operator may use a
published emission factor directly applicable to the process for which emissions are computed. If no
directly-applicable emission factor is available, the owner or operator may use a factor based on a similar,
but different, process.

(5) Accounting for Emissions During Periods of Missing Data from CEMS, PEMS, or CPMS. In computing the
emissions of a pollutant, the owner or operator shall account for the emissions during periods of missing data
from CEMS, PEMS, or CPMS using other site-specific data to generate a reasonable estimate of such emissions.

(6) Accounting for Emissions During Periods of Startup and Shutdown. In computing the emissions of a pollutant,
the owner or operator shall account for the emissions during periods of startup and shutdown of the
emissions unit.

(7) Fugitive Emissions. In computing the emissions of a pollutant from a facility or emissions unit, the owner or
operator shall account for the fugitive emissions of the pollutant, to the extent quantifiable, associated with
such facility or emissions unit.

(8) Recordkeeping. The owner or operator shall retain a copy of all records used to compute emissions pursuant
to this rule for a period of five years from the date on which such emissions information is submitted to the
department for any regulatory purpose.

[Rule 62-210.370(2), F.A.C.]
c. Annual Operating Report for Air Pollutant Emitting Facility

(1) The Annual Operating Report for Air Pollutant Emitting Facility (DEP Form No. 62-210.900(5)) shall be
completed each year for the following facilities:

(a) All Title V sources.
(b) All synthetic non-Title V sources.

(c) All facilities with the potential to emit ten (10) tons per year or more of volatile organic compounds or
twenty-five (25) tons per year or more of nitrogen oxides and located in an ozone nonattainment area or
ozone air quality maintenance area.

(d) All facilities for which an annual operating report is required by rule or permit.

(2) Notwithstanding paragraph 62-210.370(3)(a), F.A.C., no annual operating report shall be required for any
facility operating under an air general permit.
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(3) By April 1 of the year following each calendar year, an annual operating report shall be submitted to the
appropriate Department of Environmental Protection (DEP) division, district or DEP-approved local air
pollution control program office. However, if the annual operating report is submitted using the DEP’s
electronic annual operating report software, there is no requirement to submit DEP Form No. 62-210.900(5)
to any DEP or local air program office. Each Title V Source shall submit the annual operating report using the
DEP’s electronic annual operating report software, unless the Title V source claims a technical or financial
hardship. A technical or financial hardship is claimed by submitting DEP Form No. 62-210.900(5) to the DEP
Division of Air Resource Management at:

AOR and Major Air Pollution Source Annual Emissions Fee
P.O. Box 3070
Tallahassee, Florida 32315-3070

(See http://www.dep.state.fl.us/air/emission/eaor/ for information regarding annual operating reports.)

(4) Emissions shall be computed in accordance with the provisions of subsection 62-210.370(2), F.A.C., for
purposes of the annual operating report.

[Rule 62-210.370(3), F.A.C.]

d. Facility Relocation. Unless otherwise provided by rule or more stringent permit condition, the owner or operator
of a relocatable facility must submit a Facility Relocation Notification Form (DEP Form No. 62-210.900(6)) to the
Department at least 30 days prior to the relocation. A separate form shall be submitted for each facility in the case
of the relocation of multiple facilities which are jointly owned or operated. [Rule 62-210.370(4), F.A.C.]
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EMISSIONS TESTING REQUIREMENTS

1.

Applicability: Unless otherwise stated in a specific rule, permit, or other order, the general requirements set forth in
subsections 62-297.310(2) through (10), F.A.C., shall be used for regulated stationary sources’ emissions tests for
comparison with air pollution emission-limiting standards that are enforceable under state law. An emissions test is an
emissions rate test, a concentration test, or an opacity test. [Rule 62-297.310(1), F.A.C.]

Required Number of Test Runs: For emission rate or concentration limitations, an emissions test shall consist of three
valid test runs to determine the total air pollutant emission rate or concentration through the test section of the stack
or duct. A valid test run is a test run that meets all requirements of the applicable test method. An emissions test shall
also consist of three distinct determinations of any applicable process parameters corresponding to the three distinct
test run time periods during which the emission rate or concentration was measured when such data are needed in
conjunction with emissions data to compare the emissions test results with the applicable emission limiting standards.
Such data shall be obtained pursuant to subsection 62-297.310(6), F.A.C. The three required test runs shall be
completed within one consecutive five-day period. In the event that a sample is lost or one of the three runs must be
discontinued because of circumstances beyond the control of the owner or operator, and a valid third run cannot be
obtained within the five day period allowed for the test, results of the two valid runs shall be accepted, provided that
the arithmetic mean of the results of the two valid runs is at least 20% below the allowable emission limiting standard.
[Rule 62-297.310(2), F.A.C.]

Operating Conditions during Emissions Testing: Testing of emissions shall be conducted with the emissions unit
operating at the testing capacity as defined below. If it is impracticable to test at the testing capacity, an emissions unit
may be tested at less than the testing capacity. If an emissions unit is tested at less than the testing capacity, another
emissions test shall be conducted and completed no later than 60 days after the emissions unit operation exceeds
110% of the capacity at which its most recent emissions test was conducted. Testing capacity is defined as at least 90%
of the maximum operation rate specified by the permit. [Rule 62-297.310(3), F.A.C.]

Calculation of Emission Rate or Concentration: The emission rate or concentration used for comparison with the
relevant standard shall be the arithmetic average of the emission rate or concentration determined by each of the
three valid test runs unless otherwise specified in an applicable rule or test method. Data collected during periods of
soot blowing shall not be excluded from any calculation of emission rate or concentration. [Rule 62-297.310(4), F.A.C.]

Required Sampling Times and Observation Periods: Unless otherwise specified in an applicable test method, rule,
permit, or other order, the owner or operator shall conduct emissions tests in accordance with the following
procedures:

a. Emission Rate or Concentration Tests. The required sampling time for each test run shall be no less than one hour
and no greater than four hours, and the sampling time at each sampling point shall be of equal intervals of at least
two minutes, except that for operations that are typically completed within less than the minimum required
sampling time, the duration of each test run shall include each occurrence of the operation during the minimum
required sampling time. The test period shall include the period of typical operation during which the highest
representative emissions are expected to occur.

b. Opacity Tests. When EPA Method 9 is specified as the applicable opacity test method, the required minimum
period of observation for a visible emissions test shall be 60 minutes for emissions units that are subject to a
multiple-valued opacity standard, and 30 minutes for all other emissions units, except that for batch, cyclical
processes, or other operations that are typically completed within less than the minimum observation period, the
period of observation shall include each occurrence of the operation during the minimum observation period. The
opacity test observation period shall include the period during which the highest opacity emissions can reasonably
be expected to occur.

[Rule 62-297.310(5), F.A.C.]

Determination of Process Parameters:

a. Required Process Equipment. The owner or operator of an emissions unit for which emissions tests are required
shall install, operate, and maintain equipment or instruments necessary to determine process parameters, when
such data are needed in conjunction with emissions data to compare emissions test results with applicable
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emission limiting standards.

b. Accuracy of Process Measurement Equipment. Equipment or instruments used to directly or indirectly determine
process parameters shall be calibrated and adjusted so as to determine the value of the process parameter to
within 10% of its true value.

[Rule 62-297.310(6), F.A.C.]

7. Required Emissions Testing Facilities:

a. The owner or operator of an emissions unit, for which an emissions test other than a visible emissions test is
required, shall provide emissions testing facilities that meet the requirements of 40 CFR 60.8(e), adopted and
incorporated in Rule 62-204.800, F.A.C.

b. Permanent Emissions Testing Facilities. The owner or operator of an emissions unit, for which an emissions test
other than a visible emissions test is required on at least an annual basis, shall install and maintain permanent
emissions testing facilities.

c. Temporary Emissions Testing Facilities. The owner or operator of an emissions unit that is not required to conduct
an emissions test on at least an annual basis may use permanent or temporary emissions testing facilities. If the
owner or operator chooses to use temporary emissions testing facilities on an emissions unit, and the Department
elects to test the unit, such temporary facilities shall be installed on the emissions unit within 5 days of a request
by the Department and remain on the emissions unit until the test is completed.

[Rule 62-297.310(7), F.A.C.]

8. Frequency of Emissions Tests: The following provisions apply only to those emissions units that are subject to an
emissions-limiting standard for which emissions testing is required.

a. Annual Emissions Tests Required.

(1) Where used in Rules 62-210.310, 62-297.310, or Chapter 62-296, F.A.C., to refer to frequency of required
emissions tests, the terms “annual,” “annually,” and “annually thereafter” shall mean no less frequently than
once every calendar year (January 1 — December 31).

(2) Unless exempted by subparagraph 62-297.310(8)(a)5., F.A.C., the owner or operator shall have an emissions
unit tested annually for each of the following pollutants that has an emissions-limiting standard for which
emissions testing is required:

(a) Each hazardous air pollutant regulated by 40 CFR Part 61, adopted and incorporated by reference at Rule
62-204.800, F.A.C.; and

(b) Any other regulated air pollutant, as defined at Rule 62-210.200, F.A.C., or a pollutant designated as a
surrogate to a regulated air pollutant by an applicable rule or order, if allowable emissions equal or
exceed 100 tons per year.

(3) Unless exempted by subparagraph 62-297.310(8)(a)5., F.A.C., the owner or operator shall have an emissions
unit tested annually for visible emissions, if there is an applicable standard other than the general opacity
standard of subparagraph 62-296.320(4)(b)1., F.A.C.

(4) Unless exempted by subparagraph 62-297.310(8)(a)5., F.A.C., the owner or operator shall have an emissions
unit tested annually if a rule, permit or other order issued after March 9, 2015, requires an initial emissions
test but is silent as to the frequency of additional testing. A rule, permit, or other order that states that no
further testing is required after an initial test, or which expressly lists or describes the tests that shall be
conducted annually, is not considered silent as to the frequency of additional testing. Annual testing is not
required where a permit or other order issued prior to March 9, 2015, is silent as to the frequency of
additional testing.

(5) Exemptions from subparagraphs 62-297.310(8)(a)2., 3., and 4., F.A.C.

(a) An annual emissions test shall not be required for any pollutant for which a rule, permit, or other order

Biotest Pharmaceuticals Corporation Air Permit No. 0990341-006-A0
Air Permit Renewal for 0990341-005-A0 Air Operation Permit
Page D-2



SECTION 4. APPENDIX D

(b)

(e)

(f)
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(h)
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requires emissions testing at some other specific frequency. If multiple applicable rules, permits, or other
orders, other than subparagraphs 62-297.310(8)(a)2., 3., and 4., F.A.C., require different testing
frequencies, testing must comply with the frequency requirements of each such rule, permit, or order.

An annual emissions test shall not be required for any pollutant for which a rule, permit, or other order
requires that the pollutant emissions be measured by a continuous emission monitoring system and,
either that system meets the performance specifications and quality assurance and quality control
measures of 40 CFR part 60, adopted and incorporated in Rule 62-204.800, F.A.C., or that system meets
the performance specifications and quality assurance and quality control measures of 40 CFR part 75,
adopted and incorporated in Rule 62-204.800, F.A.C.

An annual emissions test shall not be required for visible emissions for which a rule, permit, or other
order requires that emissions be measured by a continuous opacity monitoring system, and that system
meets the performance specifications and quality assurance and quality control measures of 40 CFR part
60, adopted and incorporated in Rule 62-204.800, F.A.C., and the manufacturer’s recommended quality
assurance and quality control measures.

An annual emissions test shall not be required for any emissions unit that operated for 400 hours or less
(including during startup and shutdown) during the calendar year. If an emission unit operates for more
than 400 hours during the calendar year, an emissions test shall be completed no later than 60 days after
the emissions unit’s annual operation exceeds 400 hours, or by the end of the calendar year, whichever is
later.

An annual emissions test shall not be required for any emissions unit with emissions generated solely
from the combustion of fuel, provided that the emissions unit does not burn any liquid fuel or solid fuel or
fuel blend for more than 400 hours combined, other than during startup, during the calendar year. If an
emissions unit’s liquid fuel or solid fuel or fuel blend burning exceeds 400 hours combined during the
calendar year, other than during startup, an emissions test shall be completed no later than 60 days after
the emissions unit’s liquid fuel or solid fuel or fuel blend burning exceeds 400 hours combined, or by the
end of the calendar year, whichever is later.

An annual emissions test shall not be required for each fuel-specific emissions limit, provided the fuel or
fuel blend subject to a fuel-specific limit was not burned for more than 400 hours, other than during
startup, during the calendar year. If an emissions unit burns a fuel or fuel blend subject to a fuel-specific
emission limit for more than 400 hours, other than during startup, during the calendar year, an emissions
test for that fuel or fuel blend shall be completed no later than 60 days after the unit’s burning of that fuel
or fuel blend exceeds 400 hours, or by the end of the calendar year, whichever is later.

An emissions unit shall not be required to start up for the sole purpose of conducting an emissions test to
meet the frequency requirements of subsection 62-297.310(8), F.A.C. In such a case, an emissions test
shall be completed no later than 60 days after the emissions unit next starts up.

An emissions unit permitted to burn multiple fuels or fuel blends shall not be required to switch fuels for
the sole purpose of conducting an annual emissions test to meet the frequency requirements of
subsection 62-297.310(8), F.A.C. In such a case, an emissions test shall be completed no later than 60
days after a switch is made to burn the fuel or fuel blend for which testing is required.

An annual emissions test for visible emissions shall not be required for emissions units exempted from air
permitting pursuant to paragraphs 62-210.300(3)(a) or (b), F.A.C.; emissions units determined to be
insignificant pursuant to paragraph 62-213.430(6)(b), F.A.C.; or emissions units authorized pursuant to the
general permit provisions in subsection 62-210.300(4), F.A.C., unless the general permit specifically
requires such testing.

b. Emissions Tests Prior to Obtaining an Air Operation Permit.

(1) Unless exempted by subparagraph 62-297.310(8)(b)3., F.A.C., prior to obtaining an initial or renewal air
operation permit for any emissions unit that is subject to any emission-limiting standard, the owner or
operator shall have an emissions test conducted for each such standard to assist in providing reasonable

Biotest Pharmaceuticals Corporation Air Permit No. 0990341-006-A0
Air Permit Renewal for 0990341-005-A0 Air Operation Permit

Page D-3



SECTION 4. APPENDIX D

Common Testing Requirements

assurance, per Rule 62-4.070, F.A.C., that the emission-limiting standard can be met and shall submit the test
report as specified in subsection 62-297.310(10), F.A.C. For an emissions unit at a Title V source, such prior
emissions testing is not required provided that an emissions testing compliance plan is included in the Title V
permit.

(2) For the purpose of renewal of an air operation permit, the owner or operator may satisfy the requirements of
subparagraph 62-297.310(8)(b)1., F.A.C., for any emissions unit by submitting the most recent emissions test,
as specified in subsection 62-297.310(10), F.A.C., provided such test occurred within the term of the current
operating permit.

(3) Exemptions from subparagraph 62-297.310(8)(b)1., F.A.C.

(a) An emissions test shall not be required for any pollutant for which a rule, permit, or other order requires
that the emissions be measured by a continuous emission monitoring system and, either that system
meets the performance specifications and quality assurance and quality control measures of 40 CFR part
60, adopted and incorporated in Rule 62-204.800, F.A.C., or that system meets the performance
specifications and quality assurance and quality control measures of 40 CFR part 75, adopted and
incorporated in Rule 62-204.800, F.A.C.

(b) An emissions test shall not be required for visible emissions for which a rule, permit, or other order
requires that emissions be measured by a continuous opacity monitoring system, and that system meets
the performance specifications and quality assurance and quality control measures of 40 CFR part 60,
adopted and incorporated in Rule 62-204.800, F.A.C., and the manufacturer’s recommended quality
assurance and quality control measures.

(c) For the purpose of renewal of an air operation permit, an emissions test shall not be required for any
emissions unit that, in the previous five-year period of permitted operation, operated for 400 hours or
less (including during startup and shutdown) during each calendar year included in the five-year period of
permitted operation. The first time an emissions unit subsequently exceeds 400 hours of operation
during a calendar year, emissions must be tested no later than 60 days after 400 hours of operation is
exceeded in that calendar year, or by the end of that calendar year, whichever is later.

(d) For the purpose of renewal of an air operation permit, an emissions test shall not be required for any
emissions unit with emissions generated solely from the combustion of fuel provided that, in the previous
five-year period of permitted operation, the emissions unit did not burn any liquid fuel or solid fuel or fuel
blend for more than 400 hours combined, other than during startup, during each calendar year included
in the five-year period of permitted operation. The first time an emissions unit subsequently burns any
liquid fuel or solid fuel or fuel blend for more than 400 hours combined during a calendar year, emissions
must be tested no later than 60 days after the emissions unit’s combined burning of any liquid fuel or
solid fuel or fuel blend exceeds 400 hours in that calendar year, or by the end of that calendar year,
whichever is later.

(e) An emissions test shall not be required for each fuel-specific emissions limit prior to the renewal of an air
operation permit for an emissions unit provided that, in the previous five-year period of permitted
operation, the fuel or fuel blend subject to a fuel-specific limit was not burned for more than 400 hours,
other than during startup, during each calendar year included in the five-year period of permitted
operation. The first time an emissions unit subsequently burns a fuel or fuel blend subject to a fuel-
specific emission limit for more than 400 hours, other than during startup, during any calendar year, an
emissions test for that fuel or fuel blend must be completed no later than 60 days after the emissions
unit’s burning of that fuel or fuel blend exceeds 400 hours in that calendar year, or by the end of that
calendar year, whichever is later.

(f) An emissions unit shall not be required to start up for the sole purpose of conducting an emissions test to
meet the frequency requirements of subsection 62-297.310(8), F.A.C. In such a case, an emissions test
shall be completed no later than 60 days after the emissions unit starts up.

(g) An emissions unit permitted to burn multiple fuels or fuel blends shall not be required to switch fuels for
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the sole purpose of conducting the emissions test to meet the frequency requirements of subsection 62-
297.310(8), F.A.C. In such a case, an emissions test shall be completed no later than 60 days after a switch
is made to burn the fuel or fuel blend for which testing is required.

(h) An emissions test for visible emissions shall not be required for emissions units exempted from air
permitting pursuant to paragraphs 62-210.300(3)(a) or (b), F.A.C.; emissions units determined to be
insignificant pursuant to paragraph 62-213.430(6)(b), F.A.C.; or emissions units authorized pursuant to the
general permit provisions in subsection 62-210.300(4), F.A.C., unless the general permit specifically
requires such testing.

c. Special Compliance Tests. When the Department, after investigation, has good reason (such as complaints,
increased visible emissions or questionable maintenance of control equipment) to believe that any applicable
emission standard contained in a Department rule or in a permit issued pursuant to those rules is being violated, it
shall require the owner or operator of the emissions unit to conduct compliance tests which identify the nature
and quantity of pollutant emissions from the emissions unit, unless the Department obtains other information
sufficient to demonstrate compliance. The owner or operator of the emissions unit shall provide a report on the
results of said tests to the Department in accordance with the provisions of subsection 62-297.310(10), F.A.C.

[Rule 62-297.310(8), F.A.C.]

9. Scheduling and Notification: At least 15 days prior to the date on which each required emissions test is to begin, the
owner or operator shall notify the air compliance program identified by permit, unless shorter notice is agreed to by
the appropriate air compliance program. The notification shall include the date, time, place of each such test, Facility
ID Number, Emission Unit ID Number(s) and description(s), Emission Point Number(s) and description(s), test
method(s), pollutant(s) to be tested, along with the name and telephone number of the person who will be responsible
for conducting such test(s) for the owner or operator. If a scheduled emissions test needs to be re-scheduled, the
owner or operator shall submit to the appropriate air compliance program a revised notification at least seven days
prior to the re-scheduled emissions test date or arrange a re-scheduled test date with the appropriate air compliance
program by mutual agreement. [Rule 62-297.310(9), F.A.C.]

REPORTS

10. Test Reports:

a. The owner or owner’s authorized agent of an emissions unit for which an emissions test is required shall submit a
written test report to the compliance authority specified by permit, on the results of each such test as soon as
practicable but no later than 45 days after the last run of each test is completed. Test reports may be submitted
electronically.

b. If the owner or owner’s authorized agent of an emissions unit for which an emissions test is required submits the
results of each such test electronically using the EPA Electronic Reporting Tool (ERT), the written report specified in
paragraph 62-297.310(10)(a), F.A.C., need not be submitted, provided the conditions of subparagraphs 62-
297.310(10)(b)1. through 3., F.A.C., are met:

(1) The owner or owner’s authorized agent shall submit the test information using the ERT as soon as practicable
but no later than 45 days after the last run of each test is completed;

(2) The test information shall provide, as a minimum, the information specified in subparagraphs 62-
297.310(10)(c)1. through 24., F.A.C.; and

(3) The compliance authority specified by permit must receive written notification, no later than 45 days after the
last run of each test is completed, of the date that the test data was submitted using the ERT.

c. The test report shall provide sufficient detail on the emissions unit tested and the test procedures used to allow
the Department to determine if the test was properly conducted and the test results properly computed. As a
minimum, the test report, other than for an EPA Method 9 test, shall provide the following information.

(1) The type, location, and identification number of the emissions unit tested.

(2) The facility at which the emissions unit is located.
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(3)
(4)

(5)

(6)

(7)

(8)
(9)
(10)
(11)

(12)
(13)
(14)
(15)
(16)
(17)
(18)
(19)

(20)
(21)

(22)

(23)

(24)

(25)

Common Testing Requirements

The owner and, if other than the owner, operator of the emissions unit.

The type and amount of fuels and materials typically used and processed, and the actual types and amounts of
fuels used and material processed during each test run.

If necessary in order to compare the emissions test results with an applicable emission limiting standard, the
means, raw data, and computations used to determine the amount of fuels used and materials processed.

The type of air pollution control devices installed on the emissions unit, their general condition, their typical
operating parameters, and their actual operating parameters during each test run.

A diagram of the sampling location, including the distance to any upstream and downstream bends or other
flow disturbances.

The date, starting time, and duration of each sampling run.
The test procedures, including any authorized alternative procedures, used.
The number of points sampled, and the configuration and location of the sampling plane.

For each sampling point for each run, the dry gas meter reading, velocity head, pressure drop across the stack
or duct, temperatures, average meter temperatures, and sample time per point.

The type, manufacturer, and configuration of the sampling equipment used.

Data related to the required calibration of the test equipment.

Data on the identification, processing, and weights of all filters used.

Data on the types and amounts of any chemical solutions used.

For each sampling run, data on the amount of pollutant collected from each sampling probe.
For each sampling run, data on the amount of pollutant collected from the filters.

For each sampling run, data on the amount of pollutant collected from the impingers.

The names of individuals who furnished the process variable data, conducted the test, analyzed the samples
and prepared the report.

All measured and calculated data required to be determined by each applicable test procedure for each run.

The detailed calculations for one run that relate the collected data to the calculated emission rate or
concentration, as applicable.

The applicable emission standard, and the resulting maximum allowable emission rate or concentration for
the emissions unit, as applicable, plus the test result in the same form and unit of measure.

When an emissions test is conducted for the Department or its agent, the person who conducts the test shall
provide the certification with respect to the test procedures used. The owner or owner’s authorized agent
shall certify that all data required and provided to the person conducting the test are true and correct to his or
her knowledge.

For non-Title V sources, a certification by the owner or owner’s authorized agent that, to his or her
knowledge, all data submitted are true and correct.

Any report submitted for a Title V source shall contain certification by a responsible official. This certification
shall state that, based on information and belief formed after reasonable inquiry, the statements and
information in the document are true, accurate, and complete.

[Rule 62-297.310(10), F.A.C.]
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Subpart ZzZZZ—National Emissions Standards for Hazardous Air Pollutants for Stationary Reciprocating Internal
Combustion Engines

Source: 69 FR 33506, June 15, 2004, unless otherwise noted.
What This Subpart Covers
§ 63.6580 What is the purpose of subpart Z2Zz?

Subpart ZZZZ establishes national emission limitations and operating limitations for hazardous air pollutants (HAP) emitted
from stationary reciprocating internal combustion engines (RICE) located at major and area sources of HAP emissions. This
subpart also establishes requirements to demonstrate initial and continuous compliance with the emission limitations and
operating limitations.

[73 FR 3603, Jan. 18, 2008]
§ 63.6585 Am I subject to this subpart?

You are subject to this subpart if you own or operate a stationary RICE at a major or area source of HAP emissions, except if
the stationary RICE is being tested at a stationary RICE test cell/stand.

(a) Not Applicable

(b) Not Applicable

(c) An area source of HAP emissions is a source that is not a major source.
(d) Not Applicable

(e) Not Applicable

[69 FR 33506, June 15, 2004, as amended at 73 FR 3603, Jan. 18, 2008]

§ 63.6590 What parts of my plant does this subpart cover?

This subpart applies to each affected source.

(a) Affected source. An affected source is any existing, new, or reconstructed stationary RICE located at a major or area
source of HAP emissions, excluding stationary RICE being tested at a stationary RICE test cell/stand.

(1) Existing stationary RICE.

(i) For stationary RICE with a site rating of more than 500 brake horsepower (HP) located at a major source of HAP
emissions, a stationary RICE is existing if you commenced construction or reconstruction of the stationary RICE before
December 19, 2002.

(i) For stationary RICE with a site rating of less than or equal to 500 brake HP located at a major source of HAP emissions, a
stationary RICE is existing if you commenced construction or reconstruction of the stationary RICE before June 12, 2006.

(iii) For stationary RICE located at an area source of HAP emissions, a stationary RICE is existing if you commenced
construction or reconstruction of the stationary RICE before June 12, 2006.

(iv) A change in ownership of an existing stationary RICE does not make that stationary RICE a new or reconstructed
stationary RICE.
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(2) New stationary RICE. A stationary RICE located at an area source of HAP emissions is new if you commenced
construction of the stationary RICE on or after June 12, 2006.

(3) Reconstructed stationary RICE: Not Applicable
(b) Stationary RICE subject to limited requirements. (1) — (2) Not Applicable

(c) Stationary RICE subject to Regulations under 40 CFR Part 60. [This condition applies to the newly installed GENERAC
generators] An affected source that meets any of the criteria in paragraphs (c)(1) through (7) of this section must meet the
requirements of this part by meeting the requirements of 40 CFR part 60 subpart I, for compression ignition engines or 40
CFR part 60 subpart J1JJ, for spark ignition engines. No further requirements apply for such engines under this part.

(1) A new or reconstructed stationary RICE located at an area source;

[69 FR 33506, June 15, 2004, as amended at 73 FR 3604, Jan. 18, 2008; 75 FR 9674, Mar. 3, 2010; 75 FR 37733, June 30,
2010; 75 FR 51588, Aug. 20, 2010; 78 FR 6700, Jan. 30, 2013]

§ 63.6595 When do | have to comply with this subpart?

(a) Affected sources. (1) If you have an existing stationary RICE, excluding existing non-emergency Cl stationary RICE, with a
site rating of more than 500 brake HP located at a major source of HAP emissions, you must comply with the applicable
emission limitations and operating limitations no later than June 15, 2007. If you have an existing non-emergency Cl
stationary RICE with a site rating of more than 500 brake HP located at a major source of HAP emissions, an existing
stationary CI RICE with a site rating of less than or equal to 500 brake HP located at a major source of HAP emissions, or an
existing stationary CI RICE located at an area source of HAP emissions, you must comply with the applicable emission
limitations and operating limitations no later than May 3, 2013. If you have an existing stationary SI RICE with a site rating
of less than or equal to 500 brake HP located at a major source of HAP emissions, or an existing stationary SI RICE located at
an area source of HAP emissions, you must comply with the applicable emission limitations and operating limitations no
later than October 19, 2013.

(2) — (6) Not Applicable.

(7) If you start up your new or reconstructed stationary RICE located at an area source of HAP emissions after January 18,
2008, you must comply with the applicable emission limitations and operating limitations in this subpart upon startup of
your affected source.

(b) Area sources that become major sources. Not Applicable

(c) Not Applicable

69 FR 33506, June 15, 2004, as amended at 73 FR 3604, Jan. 18, 2008; 75 FR 9675, Mar. 3, 2010; 75 FR 51589, Aug. 20,
2010; 78 FR 6701, Jan. 30, 2013]

Emission and Operating Limitations
§ 63.6600 Not Applicable

§ 63.6601 Not Applicable
§ 63.6602 Not Applicable
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§ 63.6603 What emission limitations and operating limitations must | meet if | own or operate an existing stationary
RICE located at an area source of HAP emissions?

Compliance with the numerical emission limitations established in this subpart is based on the results of testing the average
of three 1-hour runs using the testing requirements and procedures in §63.6620 and Table 4 to this subpart.

(a) If you own or operate an existing stationary RICE located at an area source of HAP emissions, you must comply with the
requirements in Table 2d to this subpart and the operating limitations in Table 1b and Table 2b to this subpart that apply to
you.

(b) Not Applicable

[75 FR 9675, Mar. 3, 2010, as amended at 75 FR 51589, Aug. 20, 2010; 76 FR 12866, Mar. 9, 2011; 78 FR 6701, Jan. 30,
2013]

§ 63.6604 What fuel requirements must | meet if | own or operate an existing stationary Cl RICE?

(a) If you own or operate an existing non-emergency, non-black start Cl stationary RICE with a site rating of more than 300
brake HP with a displacement of less than 30 liters per cylinder that uses diesel fuel, you must use diesel fuel that meets the
requirements in 40 CFR 80.510(b) for nonroad diesel fuel.

(d) Not applicable

[78 FR 6702, Jan. 30, 2013]

General Compliance Requirements

§ 63.6605 What are my general requirements for complying with this subpart?

(a) You must be in compliance with the emission limitations and operating limitations in this subpart that apply to you at all
times.

(b) At all times you must operate and maintain any affected source, including associated air pollution control equipment
and monitoring equipment, in a manner consistent with safety and good air pollution control practices for minimizing
emissions. The general duty to minimize emissions does not require you to make any further efforts to reduce emissions if
levels required by this standard have been achieved. Determination of whether such operation and maintenance
procedures are being used will be based on information available to the Administrator which may include, but is not limited
to, monitoring results, review of operation and maintenance procedures, review of operation and maintenance records,
and inspection of the source.

[75 FR 9675, Mar. 3, 2010, as amended at 78 FR 6702, Jan. 30, 2013]
Testing and Initial Compliance Requirements
§ 63.6610 Not Applicable

§ 63.6611 Not Applicable
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§ 63.6612 By what date must | conduct the initial performance tests or other initial compliance demonstrations if | own
or operate an existing stationary RICE with a site rating of less than or equal to 500 brake HP located at a major source of
HAP emissions or an existing stationary RICE located at an area source of HAP emissions?

Not Applicable.

§ 63.6615 When must | conduct subsequent performance tests?

Not Applicable.

§ 63.6620 What performance tests and other procedures must | use?

Not Applicable.

§ 63.6625 What are my monitoring, installation, collection, operation, and maintenance requirements?

(a) — (d) Not Applicable.

(e) If you own or operate any of the following stationary RICE, you must operate and maintain the stationary RICE and
after-treatment control device (if any) according to the manufacturer's emission-related written instructions or develop

your own maintenance plan which must provide to the extent practicable for the maintenance and operation of the engine
in @ manner consistent with good air pollution control practice for minimizing emissions:

(1) Not Applicable;

(2) Not Applicable;

(3) An existing emergency or black start stationary RICE located at an area source of HAP emissions;

(4) - (10) Not Applicable;

(f) If you own or operate an existing emergency stationary RICE with a site rating of less than or equal to 500 brake HP
located at a major source of HAP emissions or an existing emergency stationary RICE located at an area source of HAP
emissions, you must install a non-resettable hour meter if one is not already installed.

(g) Not Applicable.

(h) If you operate a new, reconstructed, or existing stationary engine, you must minimize the engine's time spent at idle
during startup and minimize the engine's startup time to a period needed for appropriate and safe loading of the engine,
not to exceed 30 minutes, after which time the emission standards applicable to all times other than startup in Tables 1a,
2a, 2¢, and 2d to this subpart apply.

(i) If you own or operate a stationary Cl engine that is subject to the work, operation or management practices in items 1 or
2 of Table 2c to this subpart or in items 1 or 4 of Table 2d to this subpart, you have the option of utilizing an oil analysis
program in order to extend the specified oil change requirement in Tables 2c and 2d to this subpart. The oil analysis must
be performed at the same frequency specified for changing the oil in Table 2c or 2d to this subpart. The analysis program
must at a minimum analyze the following three parameters: Total Base Number, viscosity, and percent water content. The
condemning limits for these parameters are as follows: Total Base Number is less than 30 percent of the Total Base Number
of the oil when new; viscosity of the oil has changed by more than 20 percent from the viscosity of the oil when new; or
percent water content (by volume) is greater than 0.5. If all of these condemning limits are not exceeded, the engine owner
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or operator is not required to change the oil. If any of the limits are exceeded, the engine owner or operator must change
the oil within 2 business days of receiving the results of the analysis; if the engine is not in operation when the results of the
analysis are received, the engine owner or operator must change the oil within 2 business days or before commencing
operation, whichever is later. The owner or operator must keep records of the parameters that are analyzed as part of the
program, the results of the analysis, and the oil changes for the engine. The analysis program must be part of the
maintenance plan for the engine.

(j) Not Applicable

[69 FR 33506, June 15, 2004, as amended at 73 FR 3606, Jan. 18, 2008; 75 FR 9676, Mar. 3, 2010; 75 FR 51589, Aug. 20,
2010; 76 FR 12866, Mar. 9, 2011; 78 FR 6703, Jan. 30, 2013]

§ 63.6630 How do | demonstrate initial compliance with the emission limitations and operating limitations?

Not Applicable.

Continuous Compliance Requirements

§ 63.6635 Not Applicable

[69 FR 33506, June 15, 2004, as amended at 76 FR 12867, Mar. 9, 2011]

§ 63.6640 How do | demonstrate continuous compliance with the emission limitations and operating limitations?
(a) — (b) Not Applicable.

(c) [Reserved]

(d)—(e) Not Applicable.

(f) Requirements for emergency stationary RICE. (1) If you own or operate an emergency stationary RICE, you must operate
the emergency stationary RICE according to the requirements in paragraphs (f)(1) through (4) of this section. In order for
the engine to be considered an emergency stationary RICE under this subpart, any operation other than emergency
operation, maintenance and testing, emergency demand response, and operation in non-emergency situations for 50 hours
per year, as described in paragraphs (f)(1) through (4) of this section, is prohibited. If you do not operate the engine
according to the requirements in paragraphs (f)(1) through (4) of this section, the engine will not be considered an
emergency engine under this subpart and must meet all requirements for non-emergency engines.

(1) There is no time limit on the use of emergency stationary RICE in emergency situations.

(2) You may operate your emergency stationary RICE for any combination of the purposes specified in paragraphs (f)(2)(i)
through (iii) of this section for a maximum of 100 hours per calendar year. Any operation for non-emergency situations as
allowed by paragraphs (f)(3) and (4) of this section counts as part of the 100 hours per calendar year allowed by this
paragraph (f)(2).

(i) Emergency stationary RICE may be operated for maintenance checks and readiness testing, provided that the tests are
recommended by federal, state or local government, the manufacturer, the vendor, the regional transmission organization
or equivalent balancing authority and transmission operator, or the insurance company associated with the engine. The
owner or operator may petition the Administrator for approval of additional hours to be used for maintenance checks and
readiness testing, but a petition is not required if the owner or operator maintains records indicating that federal, state, or
local standards require maintenance and testing of emergency RICE beyond 100 hours per calendar year.
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(ii) Not applicable
(iii) Not applicable
(3) Not applicable

(4) Emergency stationary RICE located at area sources of HAP may be operated for up to 50 hours per calendar year in non-
emergency situations. The 50 hours of operation in non-emergency situations are counted as part of the 100 hours per
calendar year for maintenance and testing and emergency demand response provided in paragraph (f)(2) of this section.
Except as provided in paragraphs (f)(4)(i) and (ii) of this section, the 50 hours per year for non-emergency situations cannot
be used for peak shaving or non-emergency demand response, or to generate income for a facility to an electric grid or
otherwise supply power as part of a financial arrangement with another entity.

(i) Not applicable

(ii) Not applicable
(A) Not applicable
(B) Not applicable
(C) Not applicable.
(D) Not applicable
(E) Not applicable

[69 FR 33506, June 15, 2004, as amended at 71 FR 20467, Apr. 20, 2006; 73 FR 3606, Jan. 18, 2008; 75 FR 9676, Mar. 3,
2010; 75 FR 51591, Aug. 20, 2010; 78 FR 6704, Jan. 30, 2013]

Notifications, Reports, and Records
§ 63.6645 What notifications must | submit and when?

(a) You must submit all of the notifications in §§63.7(b) and (c), 63.8(e), (f)(4) and (f)(6), 63.9(b) through (e), and (g) and (h)
that apply to you by the dates specified if you own or operate any of the following;

(1) Not Applicable.
(2) An existing stationary RICE located at an area source of HAP emissions.
(3) Not Applicable.
(4) Not Applicable.

(5) This requirement does not apply if you own or operate an existing stationary RICE less than 100 HP, an existing
stationary emergency RICE, or an existing stationary RICE that is not subject to any numerical emission standards.

(b) - (h) Not Applicable.
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[73 FR 3606, Jan. 18, 2008, as amended at 75 FR 9677, Mar. 3, 2010; 75 FR 51591, Aug. 20, 2010; 78 FR 6705, Jan. 30, 2013]
§ 63.6650 What reports must | submit and when?
(a) You must submit each report in Table 7 of this subpart that applies to you.
(b) — (g) Not Applicable..

[69 FR 33506, June 15, 2004, as amended at 75 FR 9677, Mar. 3, 2010; 78 FR 6705, Jan. 30, 2013]

§ 63.6655 What records must | keep?

(a) If you must comply with the emission and operating limitations, you must keep the records described in paragraphs
(a)(1) through (a)(5), (b)(1) through (b)(3) and (c) of this section.

(1) A copy of each notification and report that you submitted to comply with this subpart, including all documentation
supporting any Initial Notification or Notification of Compliance Status that you submitted, according to the requirement in
§63.10(b)(2)(xiv).

(2) Records of the occurrence and duration of each malfunction of operation ( i.e., process equipment) or the air pollution
control and monitoring equipment.

(3) Records of performance tests and performance evaluations as required in §63.10(b)(2)(viii).
(4) Records of all required maintenance performed on the air pollution control and monitoring equipment.

(5) Records of actions taken during periods of malfunction to minimize emissions in accordance with §63.6605(b), including
corrective actions to restore malfunctioning process and air pollution control and monitoring equipment to its normal or
usual manner of operation.

(b) — (d) Not Applicable.

(e) You must keep records of the maintenance conducted on the stationary RICE in order to demonstrate that you
operated and maintained the stationary RICE and after-treatment control device (if any) according to your own
maintenance plan if you own or operate any of the following stationary RICE;

(1) Not applicable
(2) An existing stationary emergency RICE.

(3) An existing stationary RICE located at an area source of HAP emissions subject to management practices as shown in
Table 2d to this subpart.

(f) If you own or operate any of the stationary RICE in paragraphs (f)(1) or (2) of this section, you must keep records of the
hours of operation of the engine that is recorded through the non-resettable hour meter. The owner or operator must
document how many hours are spent for emergency operation, including what classified the operation as emergency and
how many hours are spent for non-emergency operation. If the engines are used for demand response operation, the
owner or operator must keep records of the notification of the emergency situation, and the time the engine was operated
as part of demand response.
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(1) Not applicable

(2) An existing emergency stationary RICE located at an area source of HAP emissions that does not meet the standards
applicable to non-emergency engines.

[69 FR 33506, June 15, 2004, as amended at 75 FR 9678, Mar. 3, 2010; 75 FR 51592, Aug. 20, 2010; 78 FR 6706,
Jan. 30, 2013]

§ 63.6660 In what form and how long must | keep my records?
(a) Your records must be in a form suitable and readily available for expeditious review according to §63.10(b)(1).

(b) As specified in §63.10(b)(1), you must keep each record for 5 years following the date of each occurrence,
measurement, maintenance, corrective action, report, or record.

(c) You must keep each record readily accessible in hard copy or electronic form for at least 5 years after the date of each
occurrence, measurement, maintenance, corrective action, report, or record, according to §63.10(b)(1).

[69 FR 33506, June 15, 2004, as amended at 75 FR 9678, Mar. 3, 2010]
Other Requirements and Information
§ 63.6665 What parts of the General Provisions apply to me?

Table 8 to this subpart shows which parts of the General Provisions in §§63.1 through 63.15 apply to you. If you own or
operate a new or reconstructed stationary RICE with a site rating of less than or equal to 500 brake HP located at a major
source of HAP emissions (except new or reconstructed 4SLB engines greater than or equal to 250 and less than or equal to
500 brake HP), a new or reconstructed stationary RICE located at an area source of HAP emissions, or any of the following
RICE with a site rating of more than 500 brake HP located at a major source of HAP emissions, you do not need to comply
with any of the requirements of the General Provisions specified in Table 8: An existing 2SLB stationary RICE, an existing
4SLB stationary RICE, an existing stationary RICE that combusts landfill or digester gas equivalent to 10 percent or more of
the gross heat input on an annual basis, an existing emergency stationary RICE, or an existing limited use stationary RICE. If
you own or operate any of the following RICE with a site rating of more than 500 brake HP located at a major source of HAP
emissions, you do not need to comply with the requirements in the General Provisions specified in Table 8 except for the
initial notification requirements: A new stationary RICE that combusts landfill gas or digester gas equivalent to 10 percent
or more of the gross heat input on an annual basis, a new emergency stationary RICE, or a new limited use stationary RICE.

[75 FR 9678, Mar. 3, 2010]

§ 63.6670 Who implements and enforces this subpart?

(a) This subpart is implemented and enforced by the U.S. EPA, or a delegated authority such as your State, local, or tribal
agency. If the U.S. EPA Administrator has delegated authority to your State, local, or tribal agency, then that agency (as well

as the U.S. EPA) has the authority to implement and enforce this subpart. You should contact your U.S. EPA Regional Office
to find out whether this subpart is delegated to your State, local, or tribal agency.
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(b) In delegating implementation and enforcement authority of this subpart to a State, local, or tribal agency under 40 CFR
part 63, subpart E, the authorities contained in paragraph (c) of this section are retained by the Administrator of the U.S.
EPA and are not transferred to the State, local, or tribal agency.

(c) The authorities that will not be delegated to State, local, or tribal agencies are:

(1) Approval of alternatives to the non-opacity emission limitations and operating limitations in §63.6600 under §63.6(g).
(2) Approval of major alternatives to test methods under §63.7(e)(2)(ii) and (f) and as defined in §63.90.

(3) Approval of major alternatives to monitoring under §63.8(f) and as defined in §63.90.

(4) Approval of major alternatives to recordkeeping and reporting under §63.10(f) and as defined in §63.90.

(5) Approval of a performance test which was conducted prior to the effective date of the rule, as specified in §63.6610(b).
§ 63.6675 What definitions apply to this subpart?

Terms used in this subpart are defined in the Clean Air Act (CAA); in 40 CFR 63.2, the General Provisions of this part; and in
this section as follows:

Alaska Railbelt Grid means the service areas of the six regulated public utilities that extend from Fairbanks to Anchorage
and the Kenai Peninsula. These utilities are Golden Valley Electric Association; Chugach Electric Association; Matanuska
Electric Association; Homer Electric Association; Anchorage Municipal Light & Power; and the City of Seward Electric
System.

Area source means any stationary source of HAP that is not a major source as defined in part 63.

Associated equipment as used in this subpart and as referred to in section 112(n)(4) of the CAA, means equipment
associated with an oil or natural gas exploration or production well, and includes all equipment from the well bore to the
point of custody transfer, except glycol dehydration units, storage vessels with potential for flash emissions, combustion
turbines, and stationary RICE.

Backup power for renewable energy means an engine that provides backup power to a facility that generates electricity
from renewable energy resources, as that term is defined in Alaska Statute 42.45.045(1)(5) (incorporated by reference, see
§63.14).

Black start engine means an engine whose only purpose is to start up a combustion turbine.

CAA means the Clean Air Act (42 U.S.C. 7401 et seq., as amended by Public Law 101-549, 104 Stat. 2399).

Commercial emergency stationary RICE means an emergency stationary RICE used in commercial establishments such as
office buildings, hotels, stores, telecommunications facilities, restaurants, financial institutions such as banks, doctor's
offices, and sports and performing arts facilities.

Compression ignition means relating to a type of stationary internal combustion engine that is not a spark ignition engine.

Custody transfer means the transfer of hydrocarbon liquids or natural gas: After processing and/or treatment in the
producing operations, or from storage vessels or automatic transfer facilities or other such equipment, including product
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loading racks, to pipelines or any other forms of transportation. For the purposes of this subpart, the point at which such
liquids or natural gas enters a natural gas processing plant is a point of custody transfer.

Deviation means any instance in which an affected source subject to this subpart, or an owner or operator of such a source:

(1) Fails to meet any requirement or obligation established by this subpart, including but not limited to any emission
limitation or operating limitation;

(2) Fails to meet any term or condition that is adopted to implement an applicable requirement in this subpart and that is
included in the operating permit for any affected source required to obtain such a permit; or

(3) Fails to meet any emission limitation or operating limitation in this subpart during malfunction, regardless or whether or
not such failure is permitted by this subpart.

(4) Fails to satisfy the general duty to minimize emissions established by §63.6(e)(1)(i).

Diesel engine means any stationary RICE in which a high boiling point liquid fuel injected into the combustion chamber
ignites when the air charge has been compressed to a temperature sufficiently high for auto-ignition. This process is also
known as compression ignition.

Diesel fuel means any liquid obtained from the distillation of petroleum with a boiling point of approximately 150 to 360
degrees Celsius. One commonly used form is fuel oil number 2. Diesel fuel also includes any non-distillate fuel with
comparable physical and chemical properties (e.g. biodiesel) that is suitable for use in compression ignition engines.

Digester gas means any gaseous by-product of wastewater treatment typically formed through the anaerobic
decomposition of organic waste materials and composed principally of methane and CO,.

Dual-fuel engine means any stationary RICE in which a liquid fuel (typically diesel fuel) is used for compression ignition and
gaseous fuel (typically natural gas) is used as the primary fuel.

Emergency stationary RICE means any stationary reciprocating internal combustion engine that meets all of the criteria in
paragraphs (1) through (3) of this definition. All emergency stationary RICE must comply with the requirements specified in
§63.6640(f) in order to be considered emergency stationary RICE. If the engine does not comply with the requirements
specified in §63.6640(f), then it is not considered to be an emergency stationary RICE under this subpart.

(1) The stationary RICE is operated to provide electrical power or mechanical work during an emergency situation. Examples
include stationary RICE used to produce power for critical networks or equipment (including power supplied to portions of a
facility) when electric power from the local utility (or the normal power source, if the facility runs on its own power
production) is interrupted, or stationary RICE used to pump water in the case of fire or flood, etc.

(2) The stationary RICE is operated under limited circumstances for situations not included in paragraph (1) of this
definition, as specified in §63.6640(f).

(3) The stationary RICE operates as part of a financial arrangement with another entity in situations not included in
paragraph (1) of this definition only as allowed in §63.6640(f)(2)(ii) or (iii) and §63.6640(f)(4)(i) or (ii).

Engine startup means the time from initial start until applied load and engine and associated equipment reaches steady
state or normal operation. For stationary engine with catalytic controls, engine startup means the time from initial start
until applied load and engine and associated equipment, including the catalyst, reaches steady state or normal operation.
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Four-stroke engine means any type of engine which completes the power cycle in two crankshaft revolutions, with intake
and compression strokes in the first revolution and power and exhaust strokes in the second revolution.

Gaseous fuel means a material used for combustion which is in the gaseous state at standard atmospheric temperature and
pressure conditions.

Gasoline means any fuel sold in any State for use in motor vehicles and motor vehicle engines, or nonroad or stationary
engines, and commonly or commercially known or sold as gasoline.

Glycol dehydration unit means a device in which a liquid glycol (including, but not limited to, ethylene glycol, diethylene
glycol, or triethylene glycol) absorbent directly contacts a natural gas stream and absorbs water in a contact tower or
absorption column (absorber). The glycol contacts and absorbs water vapor and other gas stream constituents from the
natural gas and becomes “rich” glycol. This glycol is then regenerated in the glycol dehydration unit reboiler. The “lean”
glycol is then recycled.

Hazardous air pollutants (HAP) means any air pollutants listed in or pursuant to section 112(b) of the CAA.

Institutional emergency stationary RICE means an emergency stationary RICE used in institutional establishments such as
medical centers, nursing homes, research centers, institutions of higher education, correctional facilities, elementary and
secondary schools, libraries, religious establishments, police stations, and fire stations.

ISO standard day conditions means 288 degrees Kelvin (15 degrees Celsius), 60 percent relative humidity and 101.3
kilopascals pressure.

Landfill gas means a gaseous by-product of the land application of municipal refuse typically formed through the anaerobic
decomposition of waste materials and composed principally of methane and CO..

Lean burn engine means any two-stroke or four-stroke spark ignited engine that does not meet the definition of a rich burn
engine.

Limited use stationary RICE means any stationary RICE that operates less than 100 hours per year.

Liquefied petroleum gas means any liquefied hydrocarbon gas obtained as a by-product in petroleum refining of natural gas
production.

Liquid fuel means any fuel in liquid form at standard temperature and pressure, including but not limited to diesel,
residual/crude oil, kerosene/naphtha (jet fuel), and gasoline.

Major Source, as used in this subpart, shall have the same meaning as in §63.2, except that:

(1) Emissions from any oil or gas exploration or production well (with its associated equipment (as defined in this section))
and emissions from any pipeline compressor station or pump station shall not be aggregated with emissions from other
similar units, to determine whether such emission points or stations are major sources, even when emission points are in a
contiguous area or under common control;

(2) For oil and gas production facilities, emissions from processes, operations, or equipment that are not part of the same
oil and gas production facility, as defined in §63.1271 of subpart HHH of this part, shall not be aggregated;
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(3) For production field facilities, only HAP emissions from glycol dehydration units, storage vessel with the potential for
flash emissions, combustion turbines and reciprocating internal combustion engines shall be aggregated for a major source
determination; and

(4) Emissions from processes, operations, and equipment that are not part of the same natural gas transmission and
storage facility, as defined in §63.1271 of subpart HHH of this part, shall not be aggregated.

Malfunction means any sudden, infrequent, and not reasonably preventable failure of air pollution control equipment,
process equipment, or a process to operate in a normal or usual manner which causes, or has the potential to cause, the
emission limitations in an applicable standard to be exceeded. Failures that are caused in part by poor maintenance or
careless operation are not malfunctions.

Natural gas means a naturally occurring mixture of hydrocarbon and non-hydrocarbon gases found in geologic formations
beneath the Earth's surface, of which the principal constituent is methane. Natural gas may be field or pipeline quality.

Non-selective catalytic reduction (NSCR) means an add-on catalytic nitrogen oxides (NOx) control device for rich burn
engines that, in a two-step reaction, promotes the conversion of excess oxygen, NOy, CO, and volatile organic compounds
(VOC) into CO,, nitrogen, and water.

Oil and gas production facility as used in this subpart means any grouping of equipment where hydrocarbon liquids are
processed, upgraded (i.e., remove impurities or other constituents to meet contract specifications), or stored prior to the
point of custody transfer; or where natural gas is processed, upgraded, or stored prior to entering the natural gas
transmission and storage source category. For purposes of a major source determination, facility (including a building,
structure, or installation) means oil and natural gas production and processing equipment that is located within the
boundaries of an individual surface site as defined in this section. Equipment that is part of a facility will typically be located
within close proximity to other equipment located at the same facility. Pieces of production equipment or groupings of
equipment located on different oil and gas leases, mineral fee tracts, lease tracts, subsurface or surface unit areas, surface
fee tracts, surface lease tracts, or separate surface sites, whether or not connected by a road, waterway, power line or
pipeline, shall not be considered part of the same facility. Examples of facilities in the oil and natural gas production source
category include, but are not limited to, well sites, satellite tank batteries, central tank batteries, a compressor station that
transports natural gas to a natural gas processing plant, and natural gas processing plants.

Oxidation catalyst means an add-on catalytic control device that controls CO and VOC by oxidation.

Peaking unit or engine means any standby engine intended for use during periods of high demand that are not
emergencies.

Percent load means the fractional power of an engine compared to its maximum manufacturer's design capacity at engine
site conditions. Percent load may range between 0 percent to above 100 percent.

Potential to emit means the maximum capacity of a stationary source to emit a pollutant under its physical and operational
design. Any physical or operational limitation on the capacity of the stationary source to emit a pollutant, including air
pollution control equipment and restrictions on hours of operation or on the type or amount of material combusted,
stored, or processed, shall be treated as part of its design if the limitation or the effect it would have on emissions is
federally enforceable. For oil and natural gas production facilities subject to subpart HH of this part, the potential to emit
provisions in §63.760(a) may be used. For natural gas transmission and storage facilities subject to subpart HHH of this part,
the maximum annual facility gas throughput for storage facilities may be determined according to §63.1270(a)(1) and the
maximum annual throughput for transmission facilities may be determined according to §63.1270(a)(2).

Production field facility means those oil and gas production facilities located prior to the point of custody transfer.
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Production well means any hole drilled in the earth from which crude oil, condensate, or field natural gas is extracted.
Propane means a colorless gas derived from petroleum and natural gas, with the molecular structure CsHs.
Remote stationary RICE means stationary RICE meeting any of the following criteria:

(1) Stationary RICE located in an offshore area that is beyond the line of ordinary low water along that portion of the coast
of the United States that is in direct contact with the open seas and beyond the line marking the seaward limit of inland
waters.

(2) Stationary RICE located on a pipeline segment that meets both of the criteria in paragraphs (2)(i) and (ii) of this
definition.

(i) A pipeline segment with 10 or fewer buildings intended for human occupancy and no buildings with four or more stories
within 220 yards (200 meters) on either side of the centerline of any continuous 1-mile (1.6 kilometers) length of pipeline.
Each separate dwelling unit in a multiple dwelling unit building is counted as a separate building intended for human
occupancy.

(ii) The pipeline segment does not lie within 100 yards (91 meters) of either a building or a small, well-defined outside area
(such as a playground, recreation area, outdoor theater, or other place of public assembly) that is occupied by 20 or more

persons on at least 5 days a week for 10 weeks in any 12-month period. The days and weeks need not be consecutive. The
building or area is considered occupied for a full day if it is occupied for any portion of the day.

(iii) For purposes of this paragraph (2), the term pipeline segment means all parts of those physical facilities through which
gas moves in transportation, including but not limited to pipe, valves, and other appurtenance attached to pipe,
compressor units, metering stations, regulator stations, delivery stations, holders, and fabricated assemblies. Stationary
RICE located within 50 yards (46 meters) of the pipeline segment providing power for equipment on a pipeline segment are
part of the pipeline segment. Transportation of gas means the gathering, transmission, or distribution of gas by pipeline, or
the storage of gas. A building is intended for human occupancy if its primary use is for a purpose involving the presence of
humans.

(3) Stationary RICE that are not located on gas pipelines and that have 5 or fewer buildings intended for human occupancy
and no buildings with four or more stories within a 0.25 mile radius around the engine. A building is intended for human
occupancy if its primary use is for a purpose involving the presence of humans.

Residential emergency stationary RICE means an emergency stationary RICE used in residential establishments such as
homes or apartment buildings.

Responsible official means responsible official as defined in 40 CFR 70.2.

Rich burn engine means any four-stroke spark ignited engine where the manufacturer's recommended operating air/fuel
ratio divided by the stoichiometric air/fuel ratio at full load conditions is less than or equal to 1.1. Engines originally
manufactured as rich burn engines, but modified prior to December 19, 2002 with passive emission control technology for
NOx (such as pre-combustion chambers) will be considered lean burn engines. Also, existing engines where there are no
manufacturer's recommendations regarding air/fuel ratio will be considered a rich burn engine if the excess oxygen content
of the exhaust at full load conditions is less than or equal to 2 percent.

Site-rated HP means the maximum manufacturer's design capacity at engine site conditions.

Spark ignition means relating to either: A gasoline-fueled engine; or any other type of engine with a spark plug (or other
sparking device) and with operating characteristics significantly similar to the theoretical Otto combustion cycle. Spark
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ignition engines usually use a throttle to regulate intake air flow to control power during normal operation. Dual-fuel
engines in which a liquid fuel (typically diesel fuel) is used for Cl and gaseous fuel (typically natural gas) is used as the
primary fuel at an annual average ratio of less than 2 parts diesel fuel to 100 parts total fuel on an energy equivalent basis
are spark ignition engines.

Stationary reciprocating internal combustion engine (RICE) means any reciprocating internal combustion engine which uses
reciprocating motion to convert heat energy into mechanical work and which is not mobile. Stationary RICE differ from
mobile RICE in that a stationary RICE is not a non-road engine as defined at 40 CFR 1068.30, and is not used to propel a
motor vehicle or a vehicle used solely for competition.

Stationary RICE test cell/stand means an engine test cell/stand, as defined in subpart PPPPP of this part, that tests
stationary RICE.

Stoichiometric means the theoretical air-to-fuel ratio required for complete combustion.

Storage vessel with the potential for flash emissions means any storage vessel that contains a hydrocarbon liquid with a
stock tank gas-to-oil ratio equal to or greater than 0.31 cubic meters per liter and an American Petroleum Institute gravity
equal to or greater than 40 degrees and an actual annual average hydrocarbon liquid throughput equal to or greater than
79,500 liters per day. Flash emissions occur when dissolved hydrocarbons in the fluid evolve from solution when the fluid
pressure is reduced.

Subpart means 40 CFR part 63, subpart ZZZZ.

Surface site means any combination of one or more graded pad sites, gravel pad sites, foundations, platforms, or the
immediate physical location upon which equipment is physically affixed.

Two-stroke engine means a type of engine which completes the power cycle in single crankshaft revolution by combining
the intake and compression operations into one stroke and the power and exhaust operations into a second stroke. This
system requires auxiliary scavenging and inherently runs lean of stoichiometric.

[69 FR 33506, June 15, 2004, as amended at 71 FR 20467, Apr. 20, 2006; 73 FR 3607, Jan. 18, 2008; 75 FR 9679, Mar. 3,
2010; 75 FR 51592, Aug. 20, 2010; 76 FR 12867, Mar. 9, 2011; 78 FR 6706, Jan. 30, 2013]

Table 1a to Subpart Z2ZZ of Part 63— Not Applicable
[75 FR 9679, Mar. 3, 2010, as amended at 75 FR 51592, Aug. 20, 2010]
Table 1b to Subpart ZZZZ of Part 63—Not Applicable

[78 FR 6706, Jan. 30, 2013]

Table 2a to Subpart ZZZZ of Part 63—Not Applicable
[75 FR 9680, Mar. 3, 2010]
Table 2b to Subpart ZZZZ of Part 63—Not Applicable
[78 FR 6707, Jan. 30, 2013]

Table 2c to Subpart ZZZZ of Part 63—Not Applicable
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[78 FR 6708, Jan. 30, 2013, as amended at 78 FR 14457, Mar. 6, 2013]

Table 2b to Subpart ZZZZ of Part 63— Not applicable

[78 FR 6708, Jan. 30, 2013, as amended at 78 FR 14457, Mar. 6, 2013]

Table 2¢ to Subpart ZZZZ of Part 63—Not Applicable.

[78 FR 6708, Jan. 30, 2013, as amended at 78 FR 14457, Mar. 6, 2013]
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Table 2d to Subpart ZZZZ of Part 63— Requirements for Existing Stationary RICE Located at Area Sources of HAP Emissions

As stated in §§63.6603 and 63.6640, you must comply with the following requirements for existing stationary RICE located at area sources of HAP emissions:

You must meet the following requirement, During periods of
Foreach... except during periods of startup . . . startup you must. ..

4. Emergency stationary CI RICE and black [a. Change oil and filter every 500 hours of operation or annually, whichever comes first;?

start stationary ClI RICE.2
b. Inspect air cleaner every 1,000 hours of operation or annually, whichever comes first; and

c. Inspect all hoses and belts every 500 hours of operation or annually, whichever comes first, and
replace as necessary.

1Sources have the option to utilize an oil analysis program as described in §63.6625(i) or (j) in order to extend the specified oil change requirement in Table 2d of this
subpart.

2If an emergency engine is operating during an emergency and it is not possible to shut down the engine in order to perform the management practice requirements on
the schedule required in Table 2d of this subpart, or if performing the management practice on the required schedule would otherwise pose an unacceptable risk under
federal, state, or local law, the management practice can be delayed until the emergency is over or the unacceptable risk under federal, state, or local law has abated.
The management practice should be performed as soon as practicable after the emergency has ended or the unacceptable risk under federal, state, or local law has
abated. Sources must report any failure to perform the management practice on the schedule required and the federal, state or local law under which the risk was
deemed unacceptable.

[78 FR 6709, Jan. 30, 2013]
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Table 3 to Subpart ZZZZ of Part 63—Subsequent Performance Tests
Not Applicable.
[78 FR 6711, Jan. 30, 2013]
Table 4 to Subpart ZZZZ of Part 63—Requirements for Performance Tests
Not Applicable.
[79 FR 11290, Feb. 27, 2014]
Table 5 to Subpart ZZZZ of Part 63—Initial Compliance With Emission Limitations and Operating Limitations
Not Applicable.
[78 FR 6712, Jan. 30, 2013]
Table 6 to Subpart ZZZZ of Part 63—Continuous Compliance With Emission Limitations, Operating Limitations, Work Practices, and Management Practices
Not Applicable.
[78 FR 6715, Jan. 30, 2013]
Table 7 to Subpart ZZZZ of Part 63—Requirements for Reports
Not Applicable.

[78 FR 6719, Jan. 30, 2013]
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Table 8 to Subpart ZZZZ of Part 63—Applicability of General Provisions to Subpart ZZZz.
As stated in §63.6665, you must comply with the following applicable general provisions.

General provisions

citation Subject of citation Applies to subpart Explanation

§63.1 General applicability of the General Provisions  |Yes.

§63.2 Definitions Yes Additional terms defined in §63.6675.

§63.3 Units and abbreviations Yes.

§63.4 Prohibited activities and circumvention Yes.

§63.5 Construction and reconstruction Yes.

§63.6(a) Applicability Yes.

§63.6(b)(1)-(4) Compliance dates for new and reconstructed Yes.
sources

§63.6(b)(5) Notification Yes.

§63.6(b)(6) [Reserved]

§63.6(b)(7) Compliance dates for new and reconstructed Yes.
area sources that become major sources

§63.6(c)(1)-(2) Compliance dates for existing sources Yes.

§63.6(c)(3)-(4) [Reserved]

§63.6(c)(5) Compliance dates for existing area sources that [Yes.
become major sources

§63.6(d) [Reserved]

§63.6(e) Operation and maintenance No.

§63.6(f)(1) Applicability of standards No.

§63.6(f)(2) Methods for determining compliance Yes.
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§63.6(f)(3) Finding of compliance Yes.
§63.6(g)(1)-(3) Use of alternate standard Yes.
§63.6(h) Opacity and visible emission standards No Subpart ZZZZ does not contain opacity or visible emission
standards.
§63.6(i) Compliance extension procedures and criteria  |Yes.
§63.6(j) Presidential compliance exemption Yes.
§63.7(a)(1)-(2) Performance test dates Yes Subpart ZZZZ contains performance test dates at §§63.6610,
63.6611, and 63.6612.
§63.7(a)(3) CAA section 114 authority Yes.
§63.7(b)(1) Notification of performance test Yes Except that §63.7(b)(1) only applies as specified in §63.6645.
§63.7(b)(2) Notification of rescheduling Yes Except that §63.7(b)(2) only applies as specified in §63.6645.
§63.7(c) Quality assurance/test plan Yes Except that §63.7(c) only applies as specified in §63.6645.
§63.7(d) Testing facilities Yes.
§63.7(e)(1) Conditions for conducting performance tests No. Subpart ZZZZ specifies conditions for conducting performance
tests at §63.6620.
§63.7(e)(2) Conduct of performance tests and reduction of |Yes Subpart ZZZZ specifies test methods at §63.6620.
data
§63.7(e)(3) Test run duration Yes.
§63.7(e)(4) Administrator may require other testing under |Yes.
section 114 of the CAA
§63.7(f) Alternative test method provisions Yes.
§63.7(g) Performance test data analysis, recordkeeping, |Yes.
and reporting
§63.7(h) Waiver of tests Yes.
§63.8(a)(1) Applicability of monitoring requirements Yes Subpart ZZZZ contains specific requirements for monitoring at
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§63.6625.

§63.8(a)(2) Performance specifications Yes.
§63.8(a)(3) [Reserved]
§63.8(a)(4) Monitoring for control devices No.
§63.8(b)(1) Monitoring Yes.
§63.8(b)(2)-(3) Multiple effluents and multiple monitoring Yes.

systems
§63.8(c)(1) Monitoring system operation and maintenance |Yes.
§63.8(c)(1)(i) Routine and predictable SSM No
§63.8(c)(1)(ii) SSM not in Startup Shutdown Malfunction Plan |Yes.
§63.8(c)(1)(iii) Compliance with operation and maintenance No

requirements
§63.8(c)(2)-(3) Monitoring system installation Yes.
§63.8(c)(4) Continuous monitoring system (CMS) Yes Except that subpart ZZZZ does not require Continuous Opacity

requirements Monitoring System (COMS).
§63.8(c)(5) COMS minimum procedures No Subpart ZZZZ does not require COMS.
§63.8(c)(6)-(8) CMS requirements Yes Except that subpart ZZZZ does not require COMS.
§63.8(d) CMS quality control Yes.
§63.8(e) CMS performance evaluation Yes Except for §63.8(e)(5)(ii), which applies to COMS.

Except that §63.8(e) only
applies as specified in
§63.6645.

§63.8(f)(1)-(5) Alternative monitoring method Yes Except that §63.8(f)(4) only applies as specified in §63.6645.
§63.8(f)(6) Alternative to relative accuracy test Yes Except that §63.8(f)(6) only applies as specified in §63.6645.
§63.8(g) Data reduction Yes Except that provisions for COMS are not applicable. Averaging
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periods for demonstrating compliance are specified at §§63.6635
and 63.6640.

§63.9(a) Applicability and State delegation of notification [Yes.
requirements
§63.9(b)(1)-(5) Initial notifications Yes Except that §63.9(b)(3) is reserved.

Except that §63.9(b) only
applies as specified in
§63.6645.

§63.9(c) Request for compliance extension Yes Except that §63.9(c) only applies as specified in §63.6645.

§63.9(d) Notification of special compliance requirements |Yes Except that §63.9(d) only applies as specified in §63.6645.
for new sources

§63.9(e) Notification of performance test Yes Except that §63.9(e) only applies as specified in §63.6645.

§63.9(f) Notification of visible emission (VE)/opacity test |No Subpart ZZZZ does not contain opacity or VE standards.

§63.9(g)(1) Notification of performance evaluation Yes Except that §63.9(g) only applies as specified in §63.6645.

§63.9(g)(2) Notification of use of COMS data No Subpart ZZZZ does not contain opacity or VE standards.

§63.9(g)(3)

Notification that criterion for alternative to RATA
is exceeded

Yes

If alternative is in use.

Except that §63.9(g) only
applies as specified in
§63.6645.

§63.9(h)(1)-(6) Notification of compliance status Yes Except that notifications for sources using a CEMS are due 30
days after completion of performance evaluations. §63.9(h)(4) is
reserved.

Except that §63.9(h) only applies as specified in §63.6645.

§63.9(i) Adjustment of submittal deadlines Yes.

§63.9(j) Change in previous information Yes.

§63.10(a) Administrative provisions for Yes.
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recordkeeping/reporting
§63.10(b)(1) Record retention Yes Except that the most recent 2 years of data do not have to be
retained on site.
§63.10(b)(2)(i)-(v) [Records related to SSM No.
§63.10(b)(2)(vi)-(xi) [Records Yes.
§63.10(b)(2)(xii) Record when under waiver Yes.
§63.10(b)(2)(xiii) Records when using alternative to RATA Yes For CO standard if using RATA alternative.
§63.10(b)(2)(xiv) Records of supporting documentation Yes.
§63.10(b)(3) Records of applicability determination Yes.
§63.10(c) Additional records for sources using CEMS Yes Except that §63.10(c)(2)-(4) and (9) are reserved.
§63.10(d)(1) General reporting requirements Yes.
§63.10(d)(2) Report of performance test results Yes.
§63.10(d)(3) Reporting opacity or VE observations No Subpart ZZZZ does not contain opacity or VE standards.
§63.10(d)(4) Progress reports Yes.
§63.10(d)(5) Startup, shutdown, and malfunction reports No.
§63.10(e)(1) and Additional CMS Reports Yes.
(2)(i)
§63.10(e)(2)(ii) COMS-related report No Subpart ZZZZ does not require COMS.
§63.10(e)(3) Excess emission and parameter exceedances Yes. Except that §63.10(e)(3)(i) (C) is reserved.
reports
§63.10(e)(4) Reporting COMS data No Subpart ZZZZ does not require COMS.
§63.10(f) Waiver for recordkeeping/reporting Yes.
§63.11 Flares No.
§63.12 State authority and delegations Yes.
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§63.13 Addresses Yes.
§63.14 Incorporation by reference Yes.
§63.15 Availability of information Yes.

[75 FR 9688, Mar. 3, 2010, as amended at 78 FR 6720, Jan. 30, 2013]
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Subpart IllI--Standards of Performance for Stationary Compression Ignition Internal Combustion Engines
[Owner/operator 2007 and later model, non-fire pump emergency, less than 10L per cylinder]
Sec. 60.4200 Am I subject to this subpart?

(a) The provisions of this subpart are applicable to manufacturers, owners, and operators of stationary
compression ignition (Cl) internal combustion engines (ICE) and other persons as specified in paragraphs
(a)(1) through (4) of this section. For the purposes of this subpart, the date that construction commences
is the date the engine is ordered by the owner or operator.

(1) Manufacturers of stationary CI ICE with a displacement of less than 30 liters per cylinder where the
model year is:

(i) 2007 or later, for engines that are not fire pump engines;
(ii) The model year listed in Table 3 to this subpart or later model year, for fire pump engines.

(2) Owners and operators of stationary Cl ICE that commence construction after July 11, 2005, where the
stationary CI ICE are:

(i) Manufactured after April 1, 2006, and are not fire pump engines, or

(ii) Manufactured as a certified National Fire Protection Association (NFPA) fire pump engine after
July 1, 2006.

(3) Owners and operators of any stationary CI ICE that are modified or reconstructed after July 11, 2005
and any person that modifies or reconstructs any stationary CI ICE after July 11, 2005.

(4) The provisions of §60.4208 of this subpart are applicable to all owners and operators of stationary Cl
ICE that commence construction after July 11, 2005.

(b) The provisions of this subpart are not applicable to stationary Cl ICE being tested at a stationary CI ICE
test cell/stand.

(c) If you are an owner or operator of an area source subject to this subpart, you are exempt from the
obligation to obtain a permit under 40 CFR part 70 or 40 CFR part 71, provided you are not required to
obtain a permit under 40 CFR 70.3(a) or 40 CFR 71.3(a) for a reason other than your status as an area
source under this subpart. Notwithstanding the previous sentence, you must continue to comply with the
provisions of this subpart applicable to area sources.

(d) Stationary CI ICE may be eligible for exemption from the requirements of this subpart as described in
40 CFR part 1068, subpart C (or the exemptions described in 40 CFR part 89, subpart J and 40 CFR part 94,
subpart J, for engines that would need to be certified to standards in those parts), except that owners and
operators, as well as manufacturers, may be eligible to request an exemption for national security.

(e) Owners and operators of facilities with CI ICE that are acting as temporary replacement units and that
are located at a stationary source for less than 1 year and that have been properly certified as meeting
the standards that would be applicable to such engine under the appropriate nonroad engine provisions,
are not required to meet any other provisions under this subpart with regard to such engines.

40 CFR Part 60 Subpart Il Page 1 of 17
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[71 FR 39172, July 11, 2006, as amended at 76 FR 37967, June 28, 2011]

Sec. 60.4202 What emission standards must | meet for emergency engines if | am a stationary Cl
internal combustion engine manufacturer?

(a) Stationary Cl internal combustion engine manufacturers must certify their 2007 model year and later
emergency stationary CI ICE with a maximum engine power less than or equal to 2,237 KW (3,000 HP) and
a displacement of less than 10 liters per cylinder that are not fire pump engines to the emission standards
specified in paragraphs (a)(1) through (2) of this section.

(1) Not applicable

(2) For engines with a maximum engine power greater than or equal to 37 KW (50 HP), the certification
emission standards for new nonroad Cl engines for the same model year and maximum engine power in
40 CFR 89.112 and 40 CFR 89.113 for all pollutants beginning in model year 2007.

(b) Not applicable

(1) For 2007 through 2010 model years, the emission standards in table 1 to this subpart, for all
pollutants, for the same maximum engine power.

(2) For 2011 model year and later, the certification emission standards for new nonroad Cl engines for
engines of the same model year and maximum engine power in 40 CFR 89.112 and 40 CFR 89.113 for all
pollutants.

(c) [Reserved.]

(d) thru (h) Not applicable.

§89.112 Oxides of nitrogen, carbon monoxide, hydrocarbon, and particulate matter exhaust emission

standards.

(a) Exhaust emission from non-road engines to which this subpart is applicable shall not exceed the applicable
exhaust emission standards contained in Table 1, as follows:

[

[Table 1 — EPA Emission Standards (g/kW-hr) [40 CFR 89.112

Rated Power Tier Level Model Year NOx HC NMHC + Cco PM
(KW) NOx

KW<8 Tier 1 2000 - - 10.5 8.0 1.0
Tier 2 2005 - - 7.5 8.0 0.8
8<=kw<19 Tier 1 2000 - - 9.5 6.6 0.8
Tier 2 2005 - - 7.5 6.6 0.8
19<=kW<37 Tier 1 1999 - - 9.5 5.5 0.8
Tier 2 2004 - - 7.5 5.5 0.6

37<=kW<75 Tier 1 1998 9.2 - - - -
Tier 2 2004 - - 7.5 5.0 0.4
Tier 3 2008 - - 4.7 5.0 0.4

75<=kW<130 Tier 1 1997 9.2 - - - -
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Tier 2 2003 - - 6.6 5.0 0.3

Tier 3 2007 - - 4.0 5.0 0.3

130<=kW<225 Tier 1 1996 9.2 1.3 - 11.4 0.54
Tier 2 2003 - - 6.6 3.5 0.2

Tier 3 2006 - - 4.0 3.5 0.2

225<=kW<450 Tier 1 1996 9.2 13 - 11.4 0.54
Tier 2 2001 - - 6.4 3.5 0.2

Tier 3 2006 - - 4.0 3.5 0.2

450<=kW<=560 Tier 1 1996 9.2 1.3 - 11.4 0.54
Tier 2 2002 - - 6.4 3.5 0.2

Tier 3 2006 - - 4.0 3.5 0.2

KW>560 Tier 1 2000 9.2 13 - 11.4 0.54
Tier 2 2006" - - 6.4 3.5 0.20

The model year is the year for which the specified Tier Level Standard takes into effect.

§ 89.113 Smoke Emission Standard.

(a) Exhaust opacity from compression ignition non-road engines for which this subpart is applicable must not
exceed:

(1) 20 percent during the acceleration mode;
(2) 15 percent during the lugging mode; and
(3) 50 percent during the peaks in either the acceleration or lugging modes.

(b) Opacity levels are to be measured and calculated as set forth in 40 CFR part 86, subpart I. Notwithstanding
the provisions of 40 CFR part 86, subpart |, two-cylinder non-road engines may be tested using an exhaust
muffler that is representative of exhaust mufflers used with the engines in use.

(c) The following engines are exempt from the requirements of this section:
(2) Propulsion marine diesel engines; and
(3) Constant-speed engines.

[59 FR 31335, June 17, 1994. Redesignated and amended at 63 FR 56995, 57003, Oct. 23, 1998]

Sec. 60.4205 What emission standards must | meet for emergency engines if | am an owner or
operator of a stationary Cl internal combustion engine?

(a) Owners and operators of pre-2007 model year emergency stationary Cl ICE with a displacement of less
than 10 liters per cylinder that are not fire pump engines must comply with the emission standards in
Table 1 to this subpart. Owners and operators of pre-2007 model year emergency stationary CI ICE with a
displacement of greater than or equal to 10 liters per cylinder and less than 30 liters per cylinder that are
not fire pump engines must comply with the emission standards in 40 CFR 94.8(a)(1).

(b) Owners and operators of 2007 model year and later emergency stationary Cl ICE with a displacement
of less than 30 liters per cylinder that are not fire pump engines must comply with the emission standards
for new nonroad Cl engines in Sec. 60.4202, for all pollutants, for the same model year and maximum
engine power for their 2007 model year and later emergency stationary Cl ICE.

(c) Not applicable
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(d) Not applicable

(1) For engines installed prior to January 1, 2012, limit the emissions of NOy in the stationary Cl internal
combustion engine exhaust to the following:

(i) 17.0 g/KW-hr (12.7 g/HP-hr) when maximum engine speed is less than 130 rpm;

(i) 45 - n™%2 g/KW-hr (34 - n™%2 g/HP-hr) when maximum engine speed is 130 or more but less than
2,000 rpm, where n is maximum engine speed; and

(iii) 9.8 g/kW-hr (7.3 g/HP-hr) when maximum engine speed is 2,000 rpm or more.

(2) For engines installed on or after January 1, 2012, limit the emissions of NOy in the stationary Cl internal
combustion engine exhaust to the following:

(i) 14.4 g/KW-hr (10.7 g/HP-hr) when maximum engine speed is less than 130 rpm;

(ii) 44 - n™%23 g/KW-hr (33 - n™%2% g/HP-hr) when maximum engine speed is greater than or equal to
130 but less than 2,000 rpm and where n is maximum engine speed; and

(iii) 7.7 g/KW-hr (5.7 g/HP-hr) when maximum engine speed is greater than or equal to 2,000 rpm.

(3) Limit the emissions of PM in the stationary Cl internal combustion engine exhaust to 0.40 g/KW-hr
(0.30 g/HP-hr).

(e) Owners and operators of emergency stationary Cl ICE with a displacement of less than 30 liters per
cylinder who conduct performance tests in-use must meet the NTE standards as indicated in §60.4212.

(f) Owners and operators of any modified or reconstructed emergency stationary Cl ICE subject to this

subpart must meet the emission standards applicable to the model year, maximum engine power, and
displacement of the modified or reconstructed CI ICE that are specified in paragraphs (a) through (e) of
this section.

[71 FR 39172, July 11, 2006, as amended at 76 FR 37969, June 28, 2011]

Sec. 60.4206 How long must | meet the emission standards if | am an owner or operator of a stationary
Cl internal combustion engine?

Owners and operators of stationary Cl ICE must operate and maintain stationary Cl ICE that achieve the
emission standards as required in §§60.4204 and 60.4205 over the entire life of the engine.

[76 FR 37969, June 28, 2011]

Sec. 60.4207 What fuel requirements must | meet if | am an owner or operator of a stationary CI
internal combustion engine subject to this subpart?

(a) Beginning October 1, 2007, owners and operators of stationary Cl ICE subject to this subpart that use
diesel fuel must use diesel fuel that meets the requirements of 40 CFR 80.510(a).
(§ 80.510 What are the standards and marker requirements for NRLM [nonroad locomotive or
marine] diesel fuel?
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(a) Beginning June 1, 2007. Except as otherwise specifically provided in 40 CFR 80 Subpart I, all
NRLM diesel fuel is subject to the following per-gallon standards:
(1) Sulfur content. 500 parts per million (ppm) maximum.
(2) Cetane index or aromatic content, as follows:
(i) A minimum cetane index of 40; or
(ii) A maximum aromatic content of 35 volume percent.)

(b) Beginning October 1, 2010, owners and operators of stationary CI ICE subject to this subpart with a
displacement of less than 30 liters per cylinder that use diesel fuel must use diesel fuel that meets the
requirements of 40 CFR 80.510(b) for nonroad diesel fuel.
(§ 80.510 What are the standards and marker requirements for NRLM [nonroad locomotive or
marine] diesel fuel?
(b) Beginning June 1, 2010. Except as otherwise specifically provided in CFR 80 Subpart |, all NR
and LM diesel fuel is subject to the following per-gallon standards:
(1) Sulfur content.
(i) 15 ppm maximum for NR diesel fuel.
(ii) 500 ppm maximum for LM diesel fuel.
(2) Cetane index or aromatic content, as follows:
(i) A minimum cetane index of 40; or
(ii) A maximum aromatic content of 35 volume percent.)

(c) [Reserved]

(d) Beginning June 1, 2012, owners and operators of stationary CI ICE subject to this subpart with a
displacement of greater than or equal to 30 liters per cylinder are no longer subject to the requirements
of paragraph (a) of this section, and must use fuel that meets a maximum per-gallon sulfur content of
1,000 parts per million (ppm).

(§ 80.510 What are the standards and marker requirements for NRLM [nonroad locomotive or
marine] diesel fuel?
(b) Beginning June 1, 2012. Except as otherwise specifically provided in CFR 80 Subpart I, all NR
and LM diesel fuel is subject to the following per-gallon standards:
(1) Sulfur content. 15 ppm Maximum
(2) Cetane index or aromatic content, as follows:
(i) A minimum cetane index of 40; or
(ii) A maximum aromatic content of 35 volume percent.)

(e) Stationary CI ICE that have a national security exemption under §60.4200(d) are also exempt from the
fuel requirements in this section.

[71 FR 39172, July 11, 2006, as amended at 76 FR 37969, June 28, 2011; 78 FR 6695, Jan. 30, 2013]
Sec. 60.4208 What is the deadline for importing or installing stationary ClI ICE produced in the previous
model year?

(a) After December 31, 2008, owners and operators may not install stationary Cl ICE (excluding fire pump
engines) that do not meet the applicable requirements for 2007 model year engines.

(b) After December 31, 2009, owners and operators may not install stationary ClI ICE with a maximum

engine power of less than 19 KW (25 HP) (excluding fire pump engines) that do not meet the applicable
requirements for 2008 model year engines.
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(c) thru (g) Not applicable

(h) In addition to the requirements specified in §§60.4201, 60.4202, 60.4204, and 60.4205, it is prohibited
to import stationary Cl ICE with a displacement of less than 30 liters per cylinder that do not meet the
applicable requirements specified in paragraphs (a) through (g) of this section after the dates specified in
paragraphs (a) through (g) of this section.

(i) The requirements of this section do not apply to owners or operators of stationary Cl ICE that have
been modified, reconstructed, and do not apply to engines that were removed from one existing location
and reinstalled at a new location.

71 FR 39172, July 11, 2006, as amended at 76 FR 37969, June 28, 2011]

Sec. 60.4209 What are the monitoring requirements if | am an owner or operator of a stationary Cl
internal combustion engine?

If you are an owner or operator, you must meet the monitoring requirements of this section. In addition,
you must also meet the monitoring requirements specified in §60.4211.

(a) Not applicable

(b) If you are an owner or operator of a stationary Cl internal combustion engine equipped with a diesel
particulate filter to comply with the emission standards in §60.4204, the diesel particulate filter must be
installed with a backpressure monitor that notifies the owner or operator when the high backpressure
limit of the engine is approached.

[71 FR 39172, July 11, 2006, as amended at 76 FR 37969, June 28, 2011]

Sec. 60.4211 What are my compliance requirements if | am an owner or operator of a stationary Cl
internal combustion engine?

(a) If you are an owner or operator and must comply with the emission standards specified in this subpart,
you must do all of the following, except as permitted under paragraph (g) of this section:

(1) Operate and maintain the stationary Cl internal combustion engine and control device according to the
manufacturer's emission-related written instructions;

(2) Change only those emission-related settings that are permitted by the manufacturer; and
(3) Meet the requirements of 40 CFR parts 89, 94 and/or 1068, as they apply to you.

(b) If you are an owner or operator of a pre-2007 model year stationary Cl internal combustion engine and
must comply with the emission standards specified in §§60.4204(a) or 60.4205(a), or if you are an owner
or operator of a Cl fire pump engine that is manufactured prior to the model years in table 3 to this
subpart and must comply with the emission standards specified in §60.4205(c), you must demonstrate
compliance according to one of the methods specified in paragraphs (b)(1) through (5) of this section.

(1) Purchasing an engine certified according to 40 CFR part 89 or 40 CFR part 94, as applicable, for the

same model year and maximum engine power. The engine must be installed and configured according to
the manufacturer's specifications.
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(2) Keeping records of performance test results for each pollutant for a test conducted on a similar
engine. The test must have been conducted using the same methods specified in this subpart and these
methods must have been followed correctly.

(3) Keeping records of engine manufacturer data indicating compliance with the standards.
(4) Keeping records of control device vendor data indicating compliance with the standards.

(5) Conducting an initial performance test to demonstrate compliance with the emission standards
according to the requirements specified in §60.4212, as applicable.

(c) If you are an owner or operator of a 2007 model year and later stationary Cl internal combustion
engine and must comply with the emission standards specified in §60.4204(b) or §60.4205(b), or if you
are an owner or operator of a Cl fire pump engine that is manufactured during or after the model year
that applies to your fire pump engine power rating in table 3 to this subpart and must comply with the
emission standards specified in §60.4205(c), you must comply by purchasing an engine certified to the
emission standards in §60.4204(b), or §60.4205(b) or (c), as applicable, for the same model year and
maximum (or in the case of fire pumps, NFPA nameplate) engine power. The engine must be installed and
configured according to the manufacturer's emission-related specifications, except as permitted in
paragraph (g) of this section.

(d) If you are an owner or operator and must comply with the emission standards specified in §60.4204(c)
or §60.4205(d), you must demonstrate compliance according to the requirements specified in paragraphs
(d)(1) through (3) of this section.

(1) Conducting an initial performance test to demonstrate initial compliance with the emission standards
as specified in §60.4213.

(2) Establishing operating parameters to be monitored continuously to ensure the stationary internal
combustion engine continues to meet the emission standards. The owner or operator must petition the
Administrator for approval of operating parameters to be monitored continuously. The petition must
include the information described in paragraphs (d)(2)(i) through (v) of this section.

(i) Identification of the specific parameters you propose to monitor continuously;

(ii) A discussion of the relationship between these parameters and NOx and PM emissions,

identifying how the emissions of these pollutants change with changes in these parameters, and

how limitations on these parameters will serve to limit NOx and PM emissions;

(iii) A discussion of how you will establish the upper and/or lower values for these parameters
which will establish the limits on these parameters in the operating limitations;

(iv) A discussion identifying the methods and the instruments you will use to monitor these
parameters, as well as the relative accuracy and precision of these methods and instruments; and

(v) A discussion identifying the frequency and methods for recalibrating the instruments you will
use for monitoring these parameters.

(3) Not applicable

(e) If you are an owner or operator of a modified or reconstructed stationary Cl internal combustion
engine and must comply with the emission standards specified in §60.4204(e) or §60.4205(f), you must
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demonstrate compliance according to one of the methods specified in paragraphs (e)(1) or (2) of this
section.

(1) Purchasing, or otherwise owning or operating, an engine certified to the emission standards in
§60.4204(e) or §60.4205(f), as applicable.

(2) Conducting a performance test to demonstrate initial compliance with the emission standards
according to the requirements specified in §60.4212 or §60.4213, as appropriate. The test must be
conducted within 60 days after the engine commences operation after the modification or reconstruction.

(f) If you own or operate an emergency stationary ICE, you must operate the emergency stationary ICE
according to the requirements in paragraphs (f)(1) through (3) of this section. In order for the engine to be
considered an emergency stationary ICE under this subpart, any operation other than emergency
operation, maintenance and testing, emergency demand response, and operation in non-emergency
situations for 50 hours per year, as described in paragraphs (f)(1) through (3) of this section, is prohibited.
If you do not operate the engine according to the requirements in paragraphs (f)(1) through (3) of this
section, the engine will not be considered an emergency engine under this subpart and must meet all
requirements for non-emergency engines.

(1) There is no time limit on the use of emergency stationary ICE in emergency situations.

(2) You may operate your emergency stationary ICE for any combination of the purposes specified in
paragraphs (f)(2)(i) through (iii) of this section for a maximum of 100 hours per calendar year. Any
operation for non-emergency situations as allowed by paragraph (f)(3) of this section counts as part of the
100 hours per calendar year allowed by this paragraph (f)(2).

(i) Emergency stationary ICE may be operated for maintenance checks and readiness testing,
provided that the tests are recommended by federal, state or local government, the manufacturer,
the vendor, the regional transmission organization or equivalent balancing authority and
transmission operator, or the insurance company associated with the engine. The owner or
operator may petition the Administrator for approval of additional hours to be used for
maintenance checks and readiness testing, but a petition is not required if the owner or operator
maintains records indicating that federal, state, or local standards require maintenance and testing
of emergency ICE beyond 100 hours per calendar year.

(ii) Not applicable.
(iii) Not applicable.

(3) Emergency stationary ICE may be operated for up to 50 hours per calendar year in non-emergency
situations. The 50 hours of operation in non-emergency situations are counted as part of the 100 hours
per calendar year for maintenance and testing and emergency demand response provided in paragraph
(f)(2) of this section. Except as provided in paragraph (f)(3)(i) of this section, the 50 hours per calendar
year for non-emergency situations cannot be used for peak shaving or non-emergency demand response,
or to generate income for a facility to an electric grid or otherwise supply power as part of a financial
arrangement with another entity.

(i) The 50 hours per year for non-emergency situations can be used to supply power as part of a
financial arrangement with another entity if all of the following conditions are met:

(A) The engine is dispatched by the local balancing authority or local transmission and distribution
system operator;
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(B) The dispatch is intended to mitigate local transmission and/or distribution limitations so as to avert
potential voltage collapse or line overloads that could lead to the interruption of power supply in a local
area or region.

(C) The dispatch follows reliability, emergency operation or similar protocols that follow specific NERC,
regional, state, public utility commission or local standards or guidelines.

(D) The power is provided only to the facility itself or to support the local transmission and distribution
system.

(E) The owner or operator identifies and records the entity that dispatches the engine and the specific
NERC, regional, state, public utility commission or local standards or guidelines that are being followed for
dispatching the engine. The local balancing authority or local transmission and distribution system
operator may keep these records on behalf of the engine owner or operator.

(ii) [Reserved]

(g) If you do not install, configure, operate, and maintain your engine and control device according
to the manufacturer's emission-related written instructions, or you change emission-related
settings in a way that is not permitted by the manufacturer, you must demonstrate compliance as
follows:

(1) Not applicable
(2) Not applicable

(h) The requirements for operators and prohibited acts specified in 40 CFR 1039.665 apply to owners or
operators of stationary Cl ICE equipped with AECDs for qualified emergency situations as allowed by 40
CFR 1039.665.

[71 FR 39172, July 11, 2006, as amended at 76 FR 37970, June 28, 2011; 78 FR 6695, Jan. 30, 2013; 81 FR
44219, July 7, 2016]

Sec. 60.4212 What test methods and other procedures must | use if | am an owner or operator of a
stationary Cl internal combustion engine with a displacement of less than 30 liters per cylinder?

Owners and operators of stationary Cl ICE with a displacement of less than 30 liters per cylinder who
conduct performance tests pursuant to this subpart must do so according to paragraphs (a) through (e)
of this section.

(a) The performance test must be conducted according to the in-use testing procedures in 40 CFR part
1039, subpart F, for stationary CI ICE with a displacement of less than 10 liters per cylinder, and according
to 40 CFR part 1042, subpart F, for stationary CI ICE with a displacement of greater than or equal to 10
liters per cylinder and less than 30 liters per cylinder.

(b) Exhaust emissions from stationary CI ICE that are complying with the emission standards for new Cl
engines in 40 CFR part 1039 must not exceed the not-to-exceed (NTE) standards for the same model year
and maximum engine power as required in 40 CFR 1039.101(e) and 40 CFR 1039.102(g)(1), except as
specified in 40 CFR 1039.104(d). This requirement starts when NTE requirements take effect for nonroad
diesel engines under 40 CFR part 1039.
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(c) Exhaust emissions from stationary CI ICE that are complying with the emission standards for new CI
engines in 40 CFR 89.112 or 40 CFR 94.8, as applicable, must not exceed the NTE numerical requirements,
rounded to the same number of decimal places as the applicable standard in 40 CFR 89.112 or 40 CFR
94.8, as applicable, determined from the following equation:

HMTE requitem et for each pollutant = (1 25) = (3TLDN (Eg. 12

View or download PDF

Where:

STD = The standard specified for that pollutant in 40 CFR 89.112 or 40 CFR 94.8, as applicable.
Alternatively, stationary CI ICE that are complying with the emission standards for new ClI engines in 40
CFR 89.112 or 40 CFR 94.8 may follow the testing procedures specified in §60.4213 of this subpart, as
appropriate.

(d) Exhaust emissions from stationary CI ICE that are complying with the emission standards for pre-2007
model year engines in §60.4204(a), §60.4205(a), or §60.4205(c) must not exceed the NTE numerical
requirements, rounded to the same number of decimal places as the applicable standard in §60.4204(a),
§60.4205(a), or §60.4205(c), determined from the equation in paragraph (c) of this section.

Where:

STD = The standard specified for that pollutant in §60.4204(a), §60.4205(a), or §60.4205(c).
Alternatively, stationary CI ICE that are complying with the emission standards for pre-2007 model year
engines in §60.4204(a), §60.4205(a), or §60.4205(c) may follow the testing procedures specified in
§60.4213, as appropriate.

(e) Exhaust emissions from stationary CI ICE that are complying with the emission standards for new Cl
engines in 40 CFR part 1042 must not exceed the NTE standards for the same model year and maximum
engine power as required in 40 CFR 1042.101(c).

[71 FR 39172, July 11, 2006, as amended at 76 FR 37971, June 28, 2011]

Sec. 60.4214 What are my notification, reporting, and recordkeeping requirements if | am an owner or
operator of a stationary Cl internal combustion engine?

(a) Not applicable
(1) Not applicable
(2) Not applicable

(b) If the stationary Cl internal combustion engine is an emergency stationary internal combustion engine,
the owner or operator is not required to submit an initial notification. Starting with the model years in
table 5 to this subpart, if the emergency engine does not meet the standards applicable to non-
emergency engines in the applicable model year, the owner or operator must keep records of the
operation of the engine in emergency and non-emergency service that are recorded through the non-
resettable hour meter. The owner must record the time of operation of the engine and the reason the
engine was in operation during that time.

(c) If the stationary Cl internal combustion engine is equipped with a diesel particulate filter, the owner or
operator must keep records of any corrective action taken after the backpressure monitor has notified the

owner or operator that the high backpressure limit of the engine is approached.
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(d) Not applicable
[71 FR 39172, July 11, 2006, as amended at 78 FR 6696, Jan. 30, 2013; 81 FR 44219, July 7, 2016]

Sec. 60.4217 What emission standards must | meet if | am an owner or operator of a stationary
internal combustion engine using special fuels?

Owners and operators of stationary CI ICE that do not use diesel fuel may petition the Administrator for
approval of alternative emission standards, if they can demonstrate that they use a fuel that is not the
fuel on which the manufacturer of the engine certified the engine and that the engine cannot meet the
applicable standards required in §60.4204 or §60.4205 using such fuels and that use of such fuel is
appropriate and reasonably necessary, considering cost, energy, technical feasibility, human health and
environmental, and other factors, for the operation of the engine.

[76 FR 37972, June 28, 2011]
Sec. 60.4218 What parts of the General Provisions apply to me?

Table 8 to this subpart shows which parts of the General Provisions in Sec. Sec. 60.1 through 60.19 apply
to you.

Sec. 60.4219 What definitions apply to this subpart?

As used in this subpart, all terms not defined herein shall have the meaning given them in the CAA and in
subpart A of this part.

Alaska Railbelt Grid means the service areas of the six regulated public utilities that extend from Fairbanks
to Anchorage and the Kenai Peninsula. These utilities are Golden Valley Electric Association; Chugach
Electric Association; Matanuska Electric Association; Homer Electric Association; Anchorage Municipal
Light & Power; and the City of Seward Electric System.

Certified emissions life means the period during which the engine is designed to properly function in terms
of reliability and fuel consumption, without being remanufactured, specified as a number of hours of
operation or calendar years, whichever comes first. The values for certified emissions life for stationary Cl
ICE with a displacement of less than 10 liters per cylinder are given in 40 CFR 1039.101(g). The values for
certified emissions life for stationary CI ICE with a displacement of greater than or equal to 10 liters per
cylinder and less than 30 liters per cylinder are given in 40 CFR 94.9(a).

Combustion turbine means all equipment, including but not limited to the turbine, the fuel, air, lubrication
and exhaust gas systems, control systems (except emissions control equipment), and any ancillary
components and sub-components comprising any simple cycle combustion turbine, any
regenerative/recuperative cycle combustion turbine, the combustion turbine portion of any cogeneration
cycle combustion system, or the combustion turbine portion of any combined cycle steam/electric
generating system.

Compression ignition means relating to a type of stationary internal combustion engine that is not a spark
ignition engine.

Date of manufacture means one of the following things:

(1) For freshly manufactured engines and modified engines, date of manufacture means the date the
engine is originally produced.
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(2) For reconstructed engines, date of manufacture means the date the engine was originally produced,
except as specified in paragraph (3) of this definition.

(3) Reconstructed engines are assigned a new date of manufacture if the fixed capital cost of the new and
refurbished components exceeds 75 percent of the fixed capital cost of a comparable entirely new facility.
An engine that is produced from a previously used engine block does not retain the date of manufacture
of the engine in which the engine block was previously used if the engine is produced using all new
components except for the engine block. In these cases, the date of manufacture is the date of
reconstruction or the date the new engine is produced.

Diesel fuel means any liquid obtained from the distillation of petroleum with a boiling point of
approximately 150 to 360 degrees Celsius. One commonly used form is number 2 distillate oil.

Diesel particulate filter means an emission control technology that reduces PM emissions by trapping the
particles in a flow filter substrate and periodically removes the collected particles by either physical action
or by oxidizing (burning off) the particles in a process called regeneration.

Emergency stationary internal combustion engine means any stationary reciprocating internal combustion
engine that meets all of the criteria in paragraphs (1) through (3) of this definition. All emergency
stationary ICE must comply with the requirements specified in §60.4211(f) in order to be considered
emergency stationary ICE. If the engine does not comply with the requirements specified in §60.4211(f),
then it is not considered to be an emergency stationary ICE under this subpart.

(1) The stationary ICE is operated to provide electrical power or mechanical work during an emergency
situation. Examples include stationary ICE used to produce power for critical networks or equipment
(including power supplied to portions of a facility) when electric power from the local utility (or the
normal power source, if the facility runs on its own power production) is interrupted, or stationary ICE
used to pump water in the case of fire or flood, etc.

(2) The stationary ICE is operated under limited circumstances for situations not included in paragraph (1)
of this definition, as specified in §60.4211(f).

(3) The stationary ICE operates as part of a financial arrangement with another entity in situations not
included in paragraph (1) of this definition only as allowed in §60.4211(f)(2)(ii) or (iii) and
§60.4211(f)(3)(i).

Engine manufacturer means the manufacturer of the engine. See the definition of “manufacturer” in this
section.

Fire pump engine means an emergency stationary internal combustion engine certified to NFPA
requirements that is used to provide power to pump water for fire suppression or protection.

Freshly manufactured engine means an engine that has not been placed into service. An engine becomes
freshly manufactured when it is originally produced.

Installed means the engine is placed and secured at the location where it is intended to be operated.
Manufacturer has the meaning given in section 216(1) of the Act. In general, this term includes any person
who manufactures a stationary engine for sale in the United States or otherwise introduces a new

stationary engine into commerce in the United States. This includes importers who import stationary
engines for sale or resale.
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Maximum engine power means maximum engine power as defined in 40 CFR 1039.801.
Model year means the calendar year in which an engine is manufactured (see “date of manufacture”),
except as follows:

(1) Model year means the annual new model production period of the engine manufacturer in which an
engine is manufactured (see “date of manufacture”), if the annual new model production period is
different than the calendar year and includes January 1 of the calendar year for which the model year is
named. It may not begin before January 2 of the previous calendar year and it must end by December 31
of the named calendar year.

(2) For an engine that is converted to a stationary engine after being placed into service as a nonroad or
other non-stationary engine, model year means the calendar year or new model production period in
which the engine was manufactured (see “date of manufacture”).

Other internal combustion engine means any internal combustion engine, except combustion turbines,
which is not a reciprocating internal combustion engine or rotary internal combustion engine.
Reciprocating internal combustion engine means any internal combustion engine which uses reciprocating
motion to convert heat energy into mechanical work.

Remote areas of Alaska means areas of Alaska that meet either paragraph (1) or (2) of this definition.

(1) Areas of Alaska that are not accessible by the Federal Aid Highway System (FAHS).
(2) Areas of Alaska that meet all of the following criteria:

(i) The only connection to the FAHS is through the Alaska Marine Highway System, or the stationary CI ICE
operation is within an isolated grid in Alaska that is not connected to the statewide electrical grid referred
to as the Alaska Railbelt Grid.

(i) At least 10 percent of the power generated by the stationary CI ICE on an annual basis is used for
residential purposes.

(iii) The generating capacity of the source is less than 12 megawatts, or the stationary CI ICE is used
exclusively for backup power for renewable energy.

Rotary internal combustion engine means any internal combustion engine which uses rotary motion to
convert heat energy into mechanical work.

Spark ignition means relating to a gasoline, natural gas, or liquefied petroleum gas fueled engine or any
other type of engine with a spark plug (or other sparking device) and with operating characteristics
significantly similar to the theoretical Otto combustion cycle. Spark ignition engines usually use a throttle
to regulate intake air flow to control power during normal operation. Dual-fuel engines in which a liquid
fuel (typically diesel fuel) is used for Cl and gaseous fuel (typically natural gas) is used as the primary fuel
at an annual average ratio of less than 2 parts diesel fuel to 100 parts total fuel on an energy equivalent
basis are spark ignition engines.

Stationary internal combustion engine means any internal combustion engine, except combustion
turbines, that converts heat energy into mechanical work and is not mobile. Stationary ICE differ from
mobile ICE in that a stationary internal combustion engine is not a nonroad engine as defined at 40 CFR
1068.30 (excluding paragraph (2)(ii) of that definition), and is not used to propel a motor vehicle, aircraft,
or a vehicle used solely for competition. Stationary ICE include reciprocating ICE, rotary ICE, and other ICE,
except combustion turbines.

Subpart means 40 CFR part 60, subpart IllI.
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[71 FR 39172, July 11, 2006, as amended at 76 FR 37972, June 28, 2011; 78 FR 6696, Jan. 30, 2013; 81 FR
44219, July 7, 2016]

Tables to Subpart Il of Part 60

Table 1 to Subpart llll of Part 60—Emission Standards for Stationary Pre-2007 Model Year Engines With

a Displacement of <10 Liters per Cylinder

[As stated in §§60.4201(b), 60.4202(b), 60.4204(a), and 60.4205(a), you must comply with the following
emission standards]

Emission standards for stationary pre-2007 model year engines with a displacement
of <10 liters per cylinder and 2007-2010 model year engines >2,237 KW (3,000 HP)
. . |and with a displacement of <10 liters per cylinder in g/KW-hr (g/HP-hr)
Maximum engine
power NMHC + NOy HC NOx (o) PM
KW<8 (HP<11)  [10.5(7.8) 8.0 (6.0) 1.0 (0.75)
8<KW<19 9.5 (7.1) 6.6 (4.9) 0.80 (0.60)
(11<HP<25)
19<KW<37 9.5 (7.1) 5.5 (4.1) 0.80 (0.60)
(25<HP<50)
37<KW<56 9.2 (6.9)
(50<HP<75)
56<KW<75 9.2 (6.9)
(75<HP<100)
75<KW<130 9.2 (6.9)
(100<HP<175)
130<KW<225 1.3(1.0) 9.2 (6.9) 11.4 (8.5) 0.54 (0.40)
(175<HP<300)
225<KW<450 1.3(1.0) 9.2 (6.9) 11.4 (8.5) 0.54 (0.40)
(300<HP<600)
450<KW<560 1.3(1.0) 9.2 (6.9) 11.4 (8.5) 0.54 (0.40)
(600<HP<750)
KW>560 1.3(1.0) 9.2 (6.9) 11.4 (8.5) 0.54 (0.40)
(HP>750)

Table 2 to Subpart llll of Part 60—Emission Standards for 2008 Model Year and Later Emergency
Stationary CI ICE <37 KW (50 HP) With a Displacement of <10 Liters per Cylinder

[As stated in §60.4202(a)(1), you must comply with the following emission standards]

Engine power Emission standards for 2008 model year and later emergency stationary Cl ICE <37
KW (50 HP) with a displacement of <10 liters per cylinder in g/KW-hr (g/ HP-hr)
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Model NOX + Cco PM
year(s) NMHC
KW<8 (HP<11) 2008+ 7.5 (5.6) 8.0 (6.0) 0.40 (0.30)
8<KW<19 2008+ 7.5 (5.6) 6.6 (4.9) 0.40 (0.30)
(11<HP<25)
19<KW<37 2008+ 7.5 (5.6) 5.5 (4.1) 0.30(0.22)
(25<HP<50)

Table 3 to Subpart llll of Part 60—Certification Requirements for Stationary Fire Pump Engines

As stated in §60.4202(d), you must certify new stationary fire pump engines beginning with the following
model years:

Engine Starting model year engine manufacturers must certify new stationary fire pump
power engines according t0§60.4202(d)*

KW<75 2011

(HP<100)

75<KW<130 2010

(100<HP<175)

130<KW<560 2009

(175<HP<750)

KW>560 2008

(HP>750)

IManufacturers of fire pump stationary CI ICE with a maximum engine power greater than or equal to 37
kW (50 HP) and less than 450 KW (600 HP) and a rated speed of greater than 2,650 revolutions per minute
(rpm) are not required to certify such engines until three model years following the model year indicated
in this Table 3 for engines in the applicable engine power category.

[71 FR 39172, July 11, 2006, as amended at 76 FR 37972, June 28, 2011]

Table 4 to Subpart Il of Part 60—Emission Standards for Stationary Fire Pump Engines
Not applicable

Table 5 to Subpart llll of Part 60—Labeling and Recordkeeping Requirements for New Stationary
Emergency Engines

[You must comply with the labeling requirements in §60.4210(f) and the recordkeeping requirements in
§60.4214(b) for new emergency stationary Cl ICE beginning in the following model years:]

Engine Power Starting Model Year
19<KW<56 (25<HP<75) 2013
56<KW<130 (75sHP<175) 2012
KW=130 (HP=175) 2011
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Table 6 to Subpart llll of Part 60—Optional 3-Mode Test Cycle for Stationary Fire Pump Engines
Not applicable

Table 7 to Subpart Il of Part 60—Requirements for Performance Tests for Stationary Cl ICE With a
Displacement of 230 Liters per Cylinder
Not applicable

Table 8 to Subpart llll of Part 60—Applicability of General Provisions to Subpart liil
[As stated in §60.4218, you must comply with the following applicable General Provisions:]

General Applies

Provisions to

citation Subject of citation subpart|Explanation

§60.1 General applicability of the |Yes

General Provisions
§60.2 Definitions Yes Additional terms defined in §60.4219.
§60.3 Units and abbreviations Yes
§60.4 Address Yes
§60.5 Determination of Yes
construction or modification

§60.6 Review of plans Yes

§60.7 Notification and Yes Except that §60.7 only applies as specified in
Recordkeeping §60.4214(a).

§60.8 Performance tests Yes Except that §60.8 only applies to stationary CI ICE
with a displacement of (=30 liters per cylinder and
engines that are not certified.

§60.9 Availability of information Yes

§60.10 State Authority Yes

§60.11 Compliance with standards |No Requirements are specified in subpart llll.

and maintenance
requirements

§60.12 Circumvention Yes

§60.13 Monitoring requirements Yes Except that §60.13 only applies to stationary CI ICE
with a displacement of (230 liters per cylinder.

§60.14 Modification Yes

§60.15 Reconstruction Yes

§60.16 Priority list Yes

§60.17 Incorporations by reference [Yes

§60.18 General control device No

requirements
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§60.19 General notification and
reporting requirements
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